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About the Authors 


The first five articles in this 
were presented at the morning session 
of the sixth annual meeting of the Section 
on Food, Drug and Cosmetic Law of 
the’New York State Bar Association. 
The meeting was held at the Associa- 
tion of the Bar of the City of New York. 


John L. Harvey, author of the first 
article, on administrative progress un 
der the Act, is Director of Regulatory 
Management, Food and Drug Adminis- 
tration, Federal Security Agency. He 
studied chemistry and bacteriology at 
the College of William and Mary, 
Virginia Polytechnic Institute, and Tulane 
University, and studied law in San 
Francisco. Following his discharge 
from the Army after the first World 


issuc 


War, he entered Federal government 
service as a member of the staff of the 
United States Public Health Service. 


Since 1925, when he joined the Bureau 
of Chemistry of the Department of 
Agriculture, he has been engaged in the 
enforcement of the Food and Drugs 
Act and legislation. He 
has been primarily concerned with ad- 
ministrative work since 1930. Joseph 
L. Maguire is a trial attorney in the 
office of the General Counsel, Food and 
Drug Division of the Federal Security 
Agency. He took his LL.B. at Fordham 
University Law School after under- 
graduate work at Holy Cross College. 
Following a period of private practice 


predecessor 
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in New York City, he became a trial 


examiner for the National Labor Rela- 
tions Board, coming from that work to 
his present assignment. Co-author 


Daniel P. Willis, who has written pre 


viously for the Foop Druc CosMEti 
LAW JOURNAL, is Assistant General 
Counsel, Food and Drug Division, 


Federal Security Agency. 


Vincent A. Kleinfield is Chief Counsel 
to the Select Committee of the House 
of Representatives To Investigate the 
Use of Chemicals in Food Products. He 
is a member of the staff of the General 
Regulations Unit, Criminal Division, 
United States Department of Justice. 


\ppropriately, the discussion of 
physicians’ responsibility with respect 
to prescriptions is by a medical man. 
R. T. Stormont, M.D., is Director of 
the Division of Therapy and Research 
and Secretary of the Council on Pharmacy 
and Chemistry of the American Medical 
Association. Dr. Stormont is a Chicagoan. 


A member of the Editorial Advisory 
Board of the JourNaL, James F. Hoge 
is the senior member of the New York 
firm of Rogers, Hoge & Hills. He re- 
ceived his LL.B. from Wake Forest 
College and practiced in North Carolina 
for some years before coming to New 
York. He is general counsel for the 
Proprietary Association of America. He 
is active as chairman of the National 
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Trade-Mark Coordinating Committee, 
chairman of the committees on the 
drug law of the American and New 
York State Bar Associations, a member of 
the Lawyers’ Advisory Committee of 
the United States Trade-Mark Associa- 
tion, chairman of the Committee on 
Federal Trade Commission and Anti- 
Trust Laws of the Commerce and In- 
dustry Association of New York, and 
a member of the Patent Office Advisory 
Committee. He is also chairman of the 
Committee on Drug Law of the Section 
sponsoring the meeting. 





The author of the last article in this 
issue is well known to readers of the 
JourNAL. Hugo Mock, who serves on 
the Editorial Advisory Board, is Counsel 
for the Toilet Goods Association and 


Chairman of the Cosmetic Committee, 
Section on Food, Drug and Cosmetic Law, 
New York State Bar Association. Mr. 
Mock writes on truth in advertising, and, 
though his titlke—how truthful should 
advertising be?—sounds like a super- 
fluous question, he says he did not choose 
it in jest. The importance of the ques- 
tion becomes clear on reading the article. 








In Congress 


National Vegetable Week.—S. 
proposed on February 1 and sent to the 
Committee on the Judiciary, would 
designate the week beginning on the 
first Sunday in August each year as 
National Vegetable Week. 


753, 


Labeling of Bread.—S. 452, introduced 
on January 15 and sent to the Com- 
mittee on Interstate and Foreign Com- 
merce, would amend the Federal Food, 
Drug, and Cosmetic Act by requiring 
the labeling of bread or rolls. 

Expanded Farm Production.—The en- 
couragement of expanding production 
of needed agricultural commodities was 
the subject of S. 450, proposed on Jan- 
uary 15 and sent to the Committee on 
Agriculture and Forestry. 


Alcoholic Beverages.—Prohibiting the 
transportation in interstate commerce 
of advertisements of alcoholic beverages 
would be provided for by H. R. 2188, 
proposed on January 30 and referred to 
the Committee on Interstate and Foreign 
Commerce. 


National Medical Program. — H. R. 
2152, proposed on January 29, would 
provide for promotion of the national 
defense and security by providing for a 
temporary program to aid in relieving 
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the shortage of physicians and other 
health personnel. The bill was sent to 
the Committee on Interstate and Foreign 


Commerce. 


Tax on Coconut Oil—H. R. 2142, 
proposed on January 29, would pro- 
vide that the additional tax imposed by 
Section 2470 (a) (2) of the Internal 
Revenue Code shall not apply with re- 
spect of coconut oil produced in the Terri- 
tory of the Pacific Islands. The bill went 
to the Committee on Ways and Means. 


Medical Education.—On January 19, 
H. R. 1781 was proposed to provide an 
emergency five-year program of grants 
and scholarships for education in the fields 
of medicine, osteopathy, dentistry, dental 
hygiene, public health and nursing pro- 
fessions. It was sent to the Committee 
on Interstate and Foreign Commerce. 


Alcoholic Confectioneries.— H. R. 
1670, proposed on January 17, would 
amend Section 402 of the Federal Food, 
Drug, and Cosmetic Act with respect to 
confectioneries containing alcohol. The 
bill was referred to the Committee on 
Interstate and Foreign Commerce 


Advertising of Alcoholic Beverages. 
—A bill (H. R. 1514) to amend the Fed- 


eral Trade Commission Act with respect 
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to the advertising of alcoholic beverages 
was proposed on January 15 and sent to 
the Committee on Interstate and Foreign 
Commerce. 


Investigation To Continue. — The 
Select Committee To Investigate the 


Use of Chemicals in Food Products, 
created under the provisions of House 
Resolution 323 of the last Congress, has 
been authorized to continue its investi- 
gation and study during the present 
session of Congress. 








In the State Legislatures 


Restrictions on Horsemeat.—A _ bill 
proposed in Arizona (H. B. 169) on 
February 2, sponsored by livestock in- 
terests, would drastically tighten restric- 
tions on traffic in horsemeat for human 
consumption, but would not affect the 
sale of canned or frozen horsemeat at 
retail for animal consumption. 


Refilling Prescriptions.—S. 255, a bill 
proposed in the Arkansas legislature on 
February 7, would permit holders of 
prescriptions to have them refilled as 
often as desired provided they contain 
no narcotics. 


Reporting Oleomargarine Produc- 
tion.—A bill (A. 556) proposed January 
11 in the California legislature would 
require manufacturers of oleomargarine 
to report production to the State De- 
partment of Agriculture. The bill was 
reported favorably on January 17. 


Weights and Measures.—A bill pro- 
viding state standards of weights and 
measures and providing for the admin- 
istration of the act by the Department 
of Agriculture was proposed in the Colo- 
rado legislature on January 17 (S. 78). 


Selling Colored Oleomargarine.—H. 
B. 183, proposed in the Connecticut 
legislature on January 23, was one of 
several bills concerning the sale of yel- 
low oleomargarine. This bill would pro- 
vide for the sale of the colored product, 
regulate serving in restaurants, and permit 
the use of the name “margarine.” An 
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Illinois bill (H. B. 1), proposed on Jan- 
uary 3, would repeal the existing act 
that prohibits the manufacture and sale 
of colored oleomargarine. 


Misbranded Foods.—On January 9, 
A. 335 was proposed in the New York 
legislature. The bill would create in 
the State* Health Department a con- 
sumers’ bureau to prevent the manufac- 
ture and sale of adulterated or misbranded 
foods, drugs, cosmetics or health devices, 
and would regulate advertising as to its 
effect on the public health. The bill 
would also permit inspection and sei- 
zure of offending products. 


Foods Containing Poisons.—Prohibit- 
ing the manufacture or sale of food or 
food products that contain poisonous or 
deleterious substances, unless the con- 
tainers are marked with the percentages 
thereof, would be provided by A. 405, 
proposed in the New York legislature 
on January 9. 


Marking Weight on Cheese.—A bill 
proposed in New York on January 31 
and referred to the Committee on Agri- 
culture (A. 1511) would include cheese 
with meat, meat products and butter 
which shall be sold or offered for sale 
by net weight, and would require that 
if such products are packaged or wrapped 
in advance of sale, an accurate scale 
shall be available to the purchaser. 
Packages will be marked with the price 
per pound and total selling price. 
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Inspection of Food Scales.—A bill to 
make it unlawful to use a weighing de- 
vice for food or food products to be 
sold unless it is inspected and sealed by 





city or county inspectors of weights and 
measures or the Department of Agricul- 
ture, was proposed in New York on 
January 31 (A. 1522). 








In the Food and Drug 


Annual Report of FDA.—The An- 
nual Report of the Food and Drug 
Administration reveals that less than 
two per cent of the firms doing an in- 
terstate business in foods, drugs and 
cosmetics were involved in cases charg- 
ing violation of the Food, Drug, and 
Cosmetic Act. Most of the unfit foods 
seized in 1950 were made from de- 
composed or filth-contaminated raw 
materials or did not receive adequate 
protection during storage. Other viola- 
tions were the marketing of bottled, 
canned or frozen citrus products in 
diluted versions under conditions similar 
to those for pure products, sales of 
twenty-five-cents-per-pound horsemeat 
as choice beef cuts at about $1 per pound, 
and the salvaging of condemned or dis- 
carded foodstuffs. 

Illegal sales of prescription drugs 
more tragedies than all other 
violations of the Act combined. Remedies 
seized for false claims of cures for 
nervous upsets were greatest in number, 
followed by preparations for stomach 
and intestinal disorders, arthritis and 
rheumatism, skin and scalp affilictions, 
glandular disturbances, respiratory ail- 
and nostrum for 
the whole list. 


caused 


occasional 
Also seized were num- 


ments, an 


Administration 


erous devices, such as the “magic spike”’ 
and “plastic dumbbell,” falsely claimed 
to diagnose and treat disease conditions. 
In the 363 criminal actions terminated 
in the Federal courts during the year, 
the fines assessed totaled $196,056, and 
twenty-two individual defendants were 
sentenced to jail. Jail for 
fourteen were later suspended. 


December Action of FDA.—Holiday 
foods and the ingredients for preparing 
them were prominent in the shipments 
seized in December by the Food and 
Drug Administration for violations of 


sentences 


the Food, Drug, and Cosmetic Act. 
Among the seizures were 85,000 pounds 
of wormy and moldy cocoa beans; 


49,200 pounds of contaminated sugar; 
62,723 pounds of moldy, rancid 
filthy nuts; 1,680 pounds of worm) 
raisins; 32,000 pounds of decomposed, 
diseased filthy poultry; and slack- 
filled candy packages, short-weight nuts 
and watered Total Federal 
seizures for December were 106, which 
included 73 shipments of filthy or de- 
composed foods, 19 shipments of mis- 
branded 12 adulterated = or 
misbranded drugs or devices, and one cos- 
metic item, a toy make-up kit with crayons 


and 


or 


oysters. 


foods, 


containing an uncertified coal-tar color 








In the Federal Trade Commission 


Detergent Preparation.—Representa- 
tion that its preparations have been ap- 
proved by the United States Navy and 
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specified for use on Navy ships will be 
discontinued by Sumco Products, Inc., 


(Continued on page 147.) 
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The Federal Food, Drug, and Cosmetic Act in 1950— 


Administrative Progress 


By JOHN L. HARVEY 


A Review of the Enforcement Program, the 
Oleomargarine Amendment, and Judicial 
Decisions Made Last Year Under the Act 


PPROXIMATELY 150 million people look to the Food and Drug 
\dministration to protect them against adulteration and misbrand- 
ing and to insure the integrity of the many products which they 

ingest or inject into their bodies or apply to their skins. Approximately 
77,350 firms are engaged in manufacturing, shipping, and storing foods, 
drugs, and cosmetics on an interstate basis. A still larger number 
make products containing ingredients received in interstate commerce. 
All of these manufacturers, distributors, and dealers look to the Food 
and Drug Administration to insure, insofar as the Act has a bearing 
on such matters, that the products and practices of their competitors 
will be regulated so that unfair and illegal competition will be lessened. 


To fulfill the expectations of the public and of all of these manu- 
facturers and distributors, there is provided a force of less than 1,100 
people. Our activities in the enforcement of the law during the past 
year resulted in the involvement of less than two per cent of the 
more than 77,000 manufacturers and distributors in regulatory actions, 
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Mr. Harvey Is Director of Regulatory 
Management, Food and Drug Administration 








through seizures of their products, criminal prosecutions, and injunc- 
tions. It is greatly to the credit of the regulated American industries 
that the number of violations is so small percentagewise. However, 
since we have such a small number of regulatory personnel available 
for the job, it is fair to assume that not all of the violations com- 
mitted were apprehended or dealt with. One may ask whether the 
activities of the enforcement officials, necessarily highly selective in 
character, have been directed most effectively for the benefit of the 
American consumer, We believe that they have been most effectively 
directed because we planned it that way. 


Classification of Violations 


Doubtless, you know the three major classifications of violations 
employed by the Food and Drug Administration in planning its work. 
Since these classifications are much more than mere catch phrases 
but rather are genuinely reflective of our approach to the enforcement 
problems, they bear repetition. The safety of the food, drug and 
cosmetic supply is our paramount consideration. The public must 
be able to use these products as they are intended to be used without 
concern about injurious effects. Thus, our first obligation is to ensure 
that such products are safe. 

All normal individuals possess and exhibit a sense of repugnance 
when asked to consume foods or drugs which are filthy or rotten. 
Often consumers are unable to detect filth or decomposition in foods 
and it is among the first duties of the enforcement official to protect 
them where they are beyond self-protection. Third and last is that 
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vast field of economic deception against which the public is feebly, 
if at all, capable of self-protection but which may not offend the health, 
or the aesthetic senses but only the pocketbook. These cheats may 
arise through misrepresentation as to quantity, quality, identity, con- 
dition, and effect. It covers a vast field of misbranding and overlaps 
into adulteration. In the drug field economic cheats are in many, 
if not most, instances actually offenses against the public health. 


It is obviously cheating to sell tablets containing less of the active 
ingredient than is claimed, or to sell a drug which bears claims for 
therapeutic benefits which are false, and such misrepresentations also 
endanger the health of the user by causing him to rely upon a potent 
drug declared to be present but which is absent, or present in less 
quantity than claimed, when he needs that drug to aid in recovery 
from illness or to prevent illness. In the same way it is unquestion 
ably to the detriment of the public health to cause reliance upon 
worthless and ineffective drugs for the treatment of disease to permit 
the disease to go on unchecked and to gain momentum and thus retard 
or prevent recovery. 

The impact upon the consumer in all of its ramifications must be 
taken into account in determining the relative importance of violations 
rather than to base our reliance entirely upon a specific section of 
the statute which may be invoked to remedy a mischief. In the field 
of insuring safety in the food supply, administrative progress is 
reflected by citing a number of activities, which are in addition to 
routine and everlasting surveillance through factory inspection and 
field sampling. 


Tolerances for Pesticide Residues 


During the year, hearings have been held to adduce evidence 
upon which to base the establishment of tolerances for poisonous or 
deleterious substances required in the production of food crops. 
Tolerances for such substances are justified under the statute when 
their use is necessary in the production of the foodstuff and cannot 
be avoided in manufacturing practice, and when they can be con- 
sumed within the prescribed limits with safety to the consumer. The 
establishment of such tolerances will largely settle the vexing prob 
lem which has existed for many years arising out of the necessity 
for the use of toxic pesticides in the growing of food crops. 
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Another activity which bears close relationship to the same prob- 
lem is that of the Select Committee of the House of Representatives 
headed by Congressman James J. Delaney of New York and established 
under House Resolution 323 introduced by Congressman Adolph J. 
Sabath of Illinois and passed by the House on June 20, 1950. This 
Committee has engaged in investigations of the nature, extent, and 
effect of the use of chemicals in the production of foods. They include 
pesticidal residues and fertilizers as well as the chemicals used in 
processed foods. The response of interested parties has been wide- 
spread and a very substantial record has been adduced by the Com- 
mittee. At the request of the Committee a tentative suggestion has 
been made for legislation to regulate chemicals intended to be added 
to foods. This utilizes the general principles employed in dealing 
with the safety of new drugs. In brief, it proposes that before a 
chemical can be distributed in interstate commerce for use as an addi 
tion to food an effective application which sanctions such use from 
the standpoint of safety must be on file with the Federal Security 
Administrator. 

The Chairman has introduced a resolution to continue the Com- 
mittee in the present session of Congress. While the Committee 
has made only an interim report it is nevertheless of interest that 
this broad and sweeping investigation is being carried out as a part 
of the over-all governmental concern about the safety of the food 
supply. I understand that Mr. Vincent Kleinfeld will discuss this 
investigation in his paper later on this program. 


Food Violations 


Approximately 80 per cent of the 1,176 food seizures made during 
the fiscal year involved charges of filth and decomposition. This does 
not mean that the vast majority of food manufacturers are indifferent 
to the canons of decency but does indicate that there still remains a 
significant problem and that not all manufacturers of products which 
are susceptible to rodent contamination, insect infestation, and decom- 
position have as yet applied a concept of decency which meets the 
minimum level substantially established by the decisions of the courts. 

Among the food products which exhibit a susceptibility to sig- 
nificant contamination by rodents and insects are the cereals and 
breadstuffs. It has for some time been urged that there is an irre- 
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ducible level of concealed contamination in wheat and corn resulting 
from insect infestation which would cause any lot of flour or corn 
meal to be characterized as in part filthy if the statute is literally 
applied. As has often been stated, in its administrative interpreta- 
tion of the adulteration sections relating to filth contamination, the 
Food and Drug Administration does not insist upon the impossible, 
and does not demand 100 per cent freedom from contamination where 
such is impossible of attainment. In insisting upon the degree of 
freedom from contamination which is reasonably obtainable under 
good manufacturing practice with the raw materials available, it fre- 
quently becomes necessary to determine with elaborate precision the 
level of unavoidable contamination, if there be any. 

With this in mind the Food and Drug Administration has, for 
the past year, been engaged in an elaborate and time-consuming 
investigation of the storage, handling, and milling of corn and wheat 
with a view to establishing on a comprehensive basis the minimum 
to which contamination of flour and corn meal with insect infestation 
can be reduced. In this endeavor the wholehearted cooperation of 
the milling industry is abundantly available to the Administration. 


In the field of economic violations in foods the stabilization of 
industry practices and the facilitation of enforcement, as well as 
the promotion of honesty and fair dealing in the interest of consumers, 
are effected through the establishment of standards of identity, of 
quality, and of fill of container. Fairly early in the history of stand- 
ard making, the United States Supreme Court enunciated in the 
Farina case what has been called the “Doctrine of Exclusive Appro- 
priation.” In that case was expressed the principle that in establish- 
ing a standard of identity for a food product, the Administrator 
established for that product the specific ingredients and the propor- 
tions thereof and excluded from the standard of identity and outlawed 
that which purported to be the standard article but failed to conform 
to the composition required by the standard. From this arose the 
question of the status of so-called imitation jams. 


Status of “‘Imitation’’ Jams 


Such products are made with fruit and sugar cooked to the con- 
sistency of jam and look like jam. They, however, contain added 
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pectin and water in substitution for fruit and cumtain materially less 
fruit than is required by the standard of identity for jam. One such 
product plainly labeled as imitation jam was seized on charges that 
it purported to be and was represented as jam and failed to conform 
to the standard of identity therefor. In the district court, it was. 
shown that the product was employed by restaurants, logging camps, 
and other places, for feeding to the public as jam without any declara- 
tion or notification to the ultimate consumer of its imitation character. 
It was shown that the product resembled jam and that in the absence 
of any notification or special designation, consumers commonly accepted 
the article as jam, whereas, in fact, it failed to conform to the standard 
of identity, particularly because it was prepared from about 25 per cent 
of fruit instead of the 45 per cent required by the standard, the dif- 
ference having been made up with water and pectin. 

The district court held that, since the product was labeled as 
an imitation in conformity with Section 403(c), the product was not 
misbranded, although it was found that the product purported to be 
and was represented as jam. Upon appeal the higher court held that 
the article was misbranded since it purported to be and was repre- 
sented as jam and failed to conform to the standard of identity there- 
for. That case has been accepted for review by the United States 
Supreme Court on petition of the claimant. 

Another jam case was essentially a trial under the present law 
of the same issues involved in the celebrated Bredspred case which 
played its part in showing the need for new legislation which cul- 
minated in the Act of 1938. A product called Leader Brand Spread 
containing 12 or 15 per cent of fruit, resembling jam so much the 
defendant’s witness could not distinguish between it and genuine 
jam, was seized. The imitation question did not arise in this case. 
The district court found that the article purported to be and was 
represented as jam and failed to conform to the standard of identity 
for jam and was in consequence misbranded. Notice of appeal has 
been filed by the claimant. 


Orange-flavored Beverage 


Another case of interest involved an orange-flavored beverage. 
This article was seized under charges of adulteration because it was 
so fabricated with a small amount of orange juice, orange oil, acid, 
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artificial color, sugar, and water as to have been made to appear to 
be better or of greater value than it was. Here again the primary 
question is not one of labeling but whether a product is adulterated 
regardless of its labeling, when it contains about eight per cent of 
orange juice and does not serve the dietary purposes of orange juice, 
and when consumers believe from its appearance and make-up that 
it is orange juice or contains substantial quantities of orange juice. 
In this seizure case, the government prevailed and the case is on 
appeal. 

Among the issues raised on appeal are whether Section 402(b) (4) 
of the Act, which defines a food as adulterated if any substance has 
been added thereto so as to make it appear better or of greater value 
than it is, prescribes a standard too vague and uncertain for constitu- 
tional application; whether the court erred in admitting evidence of 
the results of surveys conducted to determine the impression of con- 
sumers as to the composition of the drink; and as to incidents of scurvy 
among infants resulting from the use of the drink as a good source 
of Vitamin C. 

It is increasingly necessary to investigate methods of proving 
consumer understanding and consumer reaction and the use of the 
survey technique as a source of evidence offers encouraging possi- 
bilities, although it is by no means a simple, quick, or inexpensive 
method in determining mass reaction. 

Public hearings on a proposal to establish standards of identity 
and of fill of container for frozen fruits were completed during the 
year and a tentative order issued. Final promulgation awaits the 
filing and review of exceptions to the proposed order by parties whose 
appearances were filed at the hearing. 


Indian Herb Doctor Case 


One of the intersting drug cases of the year involved “The Indian 
Herb Doctor of Pearson’s Switch.” This man operated a motor court 
and clinic patronized by thousands of people from all over the United 
States who came in quest of relief from their afflictions and ailments. 
His medicine was offered for serious diseases, including cancer, dia- 
betes, heart, stomach, and kidney diseases. Diabetes was a specialty 
of the house. The article consisted of ground-up hoof, horn, and other 
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external animal growth, suspended in milk and water. Inspection 
by the government was refused, but an inspector visited the clinic 
in the role of patient. He became one of the 72 patients which the 
“doctor” saw daily. He had previously decided to describe the symp- 
toms of diabetes, if questioned. When his turn came, the “doctor’ 
looked at his hands and wrists and immediately informed him that 


he had diabetes and that insulin would not control it, but the “doctor”’ 
could cure it. The inspector was then required to drink an eight- 
ounce glass of the concoction on the spot. Despite having information 
as to the composition of the brew he managed to swallow it. As a 
result of this experience he became ill, but his illness and fever cleared 
up in four or five hours. On a return visit he managed to avoid 
drinking the prescribed dose by claiming that he was too sick to take 
his medicine at that time. This medicine was widely distributed in 
interstate commerce by the use of “runners” who plied back and forth 
from the clinic to adjoining states carrying loads of refilled jars to 
patients. The labeling on the jars consisted merely of the name of the 
patient. The “Indian Doctor” who had no medical education was 
permanently enjoined from doing further interstate business without 
labels or with misleading labels. 


Review of Administrative Findings 


During the year, several judicial decisions that are of considerable 
significance to the mechanics of enforcement of the Act have been 
rendered. The United States Supreme Court, in reversing a three- 
judge statutory court, held that findings of fact and conclusions of 
probable cause made by the Administrator that an article is materially 
misbranded to the injury and damage of the purchaser or user are 
not judicially reviewable. Notwithstanding the fact that such admin- 
istrative findings and conclusions are made in fulfillment of a require- 
ment for plural seizures, during pendency of a case involving the same 
issue of misbranding, the institution of civil suit for seizure is the 
function of the Attorney General, and the constitutional right of the 
day in court is provided by the trial of the issue in the contest of 
the seizure. District courts are without jurisdiction to review admin- 
istrative findings of this character or to substitute the judicial judg- 
ment for the administrative. 
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Removal of Civil Seizure Cases 

The subject of removal of civil seizure cases for trial under the 
provisions of Section 304 of the Food, Drug, and Cosmetic Act and 
under the provisions of Section 1404, Title 28, United States Code, 
has been considered by several district courts during the year. There 
is unanimity in the decisions that where charges of adulteration have 
been made, a single seizure is not subject to removal for trial under 
the provisions of Section 304 of Title 21. There seems to be equal 
judicial agreement that the removal provisions under Title 28, Sec- 
tion 1404, for convenience of the parties apply to single seizures involv- 
ing adulteration only when the application for removal is to a district 
in which the case could have been brought. It has been held that a 
district in which a seizure case under the Food, Drug, and Cosmetic 
Act could have been brought is a district wherein the article was 
found after introduction in interstate commerce. 

Within the past two weeks, a district court found itself without 
jurisdiction to try an adulteration case which involved consolidation 
of two seizure cases from the same judicial district, and removal to 
another district for trial. The cases had been removed by order of 
the court wherein the seizures were made on application of the claimant. 
The receiving district was also the district wherein the claimant has 
his principal place of business. But the issue on which the decision 
turned was that both seizures were made in the same district and there 
can be no removal for trial unless there is a consolidation of two or 
more cases involving the same issues arising in two or more districts. 


Adequate Directions for Use 


Previously it had been judicially held in the district courts that 
a requirement for adequate directions for use on a drug product sold 
to the laity, under Section 502(f) of the Federal Food, Drug, and 
Cosmetic Act includes as a part of directions, information as to the 
diseases or condition for which the drug article is intended to be 
used. A circuit court of appeals recently ruled that at the very least, 
in fulfillment of the directions for use requirement, the labeling must 
set forth the diseases or conditions for which the product is to be used 
and that newspaper advertising in which such indications for use were 
set forth, does not fulfill the labeling requirements because such 
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newspaper advertising is not labeling, and does not accompany the 
drug at the time of purchase and use. 

On the question of individual responsibility of officials of cor- 
porations for the violations that occur, the comment was made by 
one district judge that “The president of a company must bear the 
penalties as well as enjoy the benefits of being head of the firm.” 
In this case the chief chemist and director of research for the firm 
was fined the same amount as the corporation and twice as much 
as the president. The offense was interstate shipment of dangerous 
drugs resulting from poor factory controls. 

An appeal is pending before the Court of Appeals for the Ninth 
Circuit which involves the question of adequate directions for use. 
This is an instance where the defendant has undertaken to advise 
the purchaser to consult a physician after the purchase rather than 
the article labeling “To be dispensed only by or on the prescription 
of a physician.” ‘The drug is methyltestosterone which is being sold 
directly to users for sexual rejuvenation of men in the older age groups. 
It has been judicially established by trial of the defendant in a crim- 
inal case preceding the injunction case now pending on appeal that 
testosterone is likely to activate cancer of the prostate which would 
otherwise remain dormant. It also has been established that methyl- 
testosterone has no value except for men who have been castrated 
or are eunuchoid. The district court felt that side panel reference 
on the label to the desirability of seeing a physician after the medicine 
has been bought together with some technically phrased contra- 
indications afforded sufficient protection to the consumer. The appel- 
late decision in this case may help settle an important question. Shall 
an unsafe drug, which is unsuitable for lay use, be restricted by label 
to prescription use or is it enough to advise the purchaser by label 
that a physician might well be consulted? 


Oleomargarine Amendment 


The only significant legislative progress recorded during the year 
is the enactment of the oleomargarine amendment which legalized 
the distribution and sale of colored oleomargarine in states where 
such is not prohibited and provided certain mandatory labeling and 
packaging requirements together with provisions for the legal serv- 
ing of colored oleomargarine in public eating places. Among the 


Page 96 Food Drug Cosmetic Law Journal—February, 1951 














noteworthy features of this amendment is the declaration by the Con- 
gress that the intrastate distribution of colored oleomargarine affects 
interstate commerce of both butter and margarine, and thus the Fed- 
eral agency is empowered to regulate intrastate commerce in colored 
oleomargarine. f 


It is sufficient under the amendment to constitute an offense 
against the Federal law for a public eating place to serve or cause 
the serving of colored oleomargarine regardless of the source of the 
oleomargarine if in the serving the requirements for triangular shaped 
servings or identification on the serving dish and notification by 
menu or placard are not met. The inspection of public eating places 
in the enforcement of the oleomargarine amendment is an obligation 
different in nature from any previously imposed upon the Food and 
Drug Administration. An appropriation in the amount of $200,000 
was granted for carrying out the provisions of the oleomargarine 
amendment during the current fiscal year, and the Administration 
has undertaken, within the limits of this appropriation, the recruit- 
ment of additional personnel and the institution of a program of 
investigation of oleomargarine manufacture and distribution and of 
inspection of public eating places. These new obligations have not 
prompted the establishment of a specialized corps of oleomargarine 
inspectors and chemists. The inspection and laboratory work as 
well as the administrative work, is carried on by the somewhat aug- 
mented food and drug staff as one of the numerous projects covered 


in the regulatory assignments. 


Enforcement Program 


Among the features of the over-all enforcement program carried 
out by the Administration which has been most effective in securing 
the greatest possible return upon investment of man hours and dollars 
has been the practice of integrating each enforcement activity with 
the other regulatory obligations, so that specialized inspection groups 
are not required to operate in the same fields and areas where other 
men are operating, where the division of interest is only that of the 
product or groups of products under investigation. 


The Durham-Humphrey Bill is current and controversial. You 
are no doubt familiar with its terms. Whether it will be enacted or 
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will solve the problem of unauthorized refilling of prescriptions for 
dangerous and habit-forming drugs cannot now be said. The tentative 
revision of the regulations relating to labeling of drugs is pending 
for consideration of the comments that have been received from inter- 
ested parties. There is little question but that the prosecution of 
some of the small number of druggists who have deliberately sold 
dangerous and habit-forming drugs without prescriptions or delib- 
erately refilled, without physicians’ authorization, prescriptions for 
habit-forming drugs has had a significant effect not alone to dis- 
courage druggists from such practices but in the actual reduction of 
skid-row casualties among addicts for whom barbiturates have been 
available without too much difficulty. 


The number of prosecutions in the past year for these indis- 
criminate sales is relatively high although it is unquestionable that 
most druggists are ethical and law-abiding. 


Penalties in Court Cases 


Among the observations that have been made with respect to 
court cases during the year is one that some very substantial penalties, 
both in terms of fines and jail sentences, have been meted out. For 
example, one manufacturer and distributor of proprietary medicines 
was convicted of distributing misbranded medicines in interstate com- 
merce on nine counts, each alleging a misdemeanor. This man was 
sentenced to serve nine years in the Federal penitentiary. He has 
a record of previous convictions for illegal practice of medicine and 
use of the mails to defraud. Another individual was sentenced to 
a year in the penitentiary for the interstate shipment of filthy and 
misbranded mushrooms. He has a prior conviction for mail fraud 
involving mushrooms. Another individual was sentenced to two terms 
of ten months each for the interstate distribution of a misbranded 
pile salve. He was a former convict. In a fourth instance, a manu- 
facturer and distributor of a “Lung Remedy” was sentenced to serve 
eight months in jail for distributing his misbranded product in inter- 
state commerce. He had been previously convicted of practicing 
medicine without license and of using the mails to defraud. 


In each of these cases, there were facts and circumstances before 
the court not apparent from the pleadings themselves or from the 
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judgment. The individuals involved in each of these cases had been 
convicted before, not necessarily under the Federal Food, Drug, and 
Cosmetic Act but of crimes directly associated with the distribution 
of the same commodities that were involved in the food and drug 
violation. The facts before the court demonstrated that these defend- 
ants were real public enemies and guilty of offenses against the public 
much more significant than that suggested by the misdemeanor charges. 

Last year Mr. Crawford, before this section, described an exciting 
investigation which resulted in the conviction of a notorious abor- 
tionist who supplied drugs to others of his ilk. At that time he was 
out on bail, pending appeal. He is now in the penitentiary doing his 
two years, since the court of appeals confirmed the conviction. 

In the blended oil cases in Brooklyn mentioned last year, six 
groups of defendants entered pleas of guilty after the president and 
his corporation were convicted in the first case. The conviction in 
the first case was later reversed by the court of appeals because there 
was an inconsistency and contradiction in the finding of the trial court. 
Nevertheless, this big-time racket of adulterating edible oils was 
broken up. 

In our operations against filthy coffee discussed last year one 
district court has since held that green, unroasted coffee is not a food, 
and thus outside of the scope of the Food, Drug, and Cosmetic Act. 
This decision has been appealed. 


Conclusion 


One of the highlights of the year was the meeting in Washington, 
D. C., of the American Bar Association and the sessions of the Food, 
Drug, and Cosmetic Law Branch, so ably presided over by the chair- 
man of this section. In conclusion, I should like to express my per- 
sonal pleasure at this opportunity to increase my acquaintanceship 
with the members of the New York Bar who are particularly interested 
in the food, drug, and cosmetic law field. The existence of this section 
and the similar section of the American Bar Association, the forum 
for discussion that is thus afforded and the publication of the Foop 
DruGc Cosmetic Law JourNAt and the activities of the Food Law 
Institute all have tremendous influence and contribute to a betterment 
of the whole field of public protection through food and drug laws. 


[The End] 
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The Federal Food, Drug, and Cosmetic Act in 1950— 


Judicial Action 


By DANIEL P. WILLIS 
and JOSEPH L. MAGUIRE 


The Authors Review Cases Dealing with 
Seizure Procedure, Food Adulteration, 
Food Standards, -and Drug Misbranding 


INCE the last annual review of judicial decisions under the Fed- 

eral Food, Drug, and Cosmetic Act was presented to this group, 

a number of problems which then engaged your attention have 
received further attention from the judiciary. The most important decision 
of the past year, which will tend to aid enforcement of the Act, is Ewing 
v. Mytinger & Casselberry,’ in which the Supreme Court upheld the con- 
stitutionality of the multiple seizure section of the Act. Another 
question which was discussed at the last meeting and which has been 
further clarified by judicial action is the proper interpretation of Sec- 
tion 502(f)(1) of the Act with its requirement for “adequate directions 
for use” in the labeling of drugs, The Court of Appeals for the Ninth 
Circuit in Alberty Food Products Company v. United States,’ agreed with 
the view expressed at an earlier date by Judge Ben Moore in another 
Alberty case,’ that directions which do not name all of the conditions 
for which a drug is recommended are not “adequate” under the law. 
The applicable of the Rules of Civil Procedure to seizure actions was 
reaffirmed by the court of appeals in the Alberty case.t| The fact that 
seizure actions are civil actions, however, has again been held not to 





1BRwing, et al. v. Mytinger & Cassel- 3’ United States v. Various Quantities .. . 
berry, Inc., 339 U. S. 594 [CCH FOOD “Instant Alberty Food,’ 83 F. Supp. 882 
DRUG COSMETIC LAW REPORTS { 7156]. (DC D. C., 1949). 

2 Alberty Food Products Company v. #28 U.S. C. 1404(a). 

United States, — F. (2d) — (CA-9; 1950) 
[CCH FOOD DRUG COSMETIC LAW RE- 
PORTS { 7182]. 
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Although the authors are both members of the legal staff of the 
Food and Drug Division, the views expressed are their own and do 
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be a sufficient reason for applying the general provision of the Judicial 
Code regarding removal of civil actions. This is true both because of 
the specific provisions for removal contained in Section 304(a) of the 
Act, and because of the in rem nature of seizure actions.’ The present 
status of United States v. 62 cases of Jam, a seizure action involving 
the broad question of whether a substandardized food can be sold in 
interstate commerce merely by labeling it an “imitation” is more favor- 
able to the government now than at this time last year when a district 
court ruling then prevailing held that such a practice was legal. The 
court of appeals has reversed that ruling and the Supreme Court has 
granted certiorari.” 

A number of other judicial actions have produced results both 
favorable and unfavorable to the efficient enforcement of the Act. We 
The deci- 


sions mentioned above show that the interpretation of the Act with 


shall discuss the more important actions at greater length. 


which we are concerned today has not remained static during the 


past year. 


Seizure Procedure 
Multiple seizure actions.—At the last meeting of this section, a 
ruling which had recently been made by a three-judge district court 
sitting in the District of Columbia was discussed at some length. The 
ruling that of Section 304(a) which 


allows the Federal Security Administrator to recommend multiple 


declared unconstitutional part 
seizures when he has probable cause to believe an article is seriously 
misbranded to the injury or damage of the consumer. That court also 
found that the defendant officials of the Federal Security Agency and 
Food and Drug Administration had acted arbitrarily in instituting 








5 United States v. 23 Gross Jars i 
Enca Cream, 86 F. Supp. 824 (DC Ohio, 
1949); United States v. 630 Cases , 
Vrangeade, Libel No. 1079 at Charleston, 
DC S. D. W. Va., decided 10-6-1950; United 
States v. 91 Packages Nutrilite, 
No. C11705 (DC N. J., 1950). 
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® United States v. 62 Cases . Jam, 
87 F. Supp. 735 (DC N. M., 1949): reversed 
183 F. (2d) 1014 (CA-10; 1950) [CCH FOOD 
DRUG COSMETIC LAW REPORTS 
{ 7162]; certiorari granted, 19 L. W. 3149. 
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multiple seizures without first affording the plaintiff a hearing. 
court found further that the labeling of the articles involved was not 
false, fraudulent, or misleading. On the basis of these three determina- 
tions, the district court enjoined the defendants from making any more 
seizures of. plaintiff’s product or from proceeding with the seizure 
actions already instituted.” An appeal was taken directly to the 
Supreme Court, and last May, the Court handed down an opinion 
reversing the district court.® 


Justice Douglas delivering the Court’s opinion said: 


The administrative finding of probable cause required by Section 304 (a) is 
merely the statutory prerequisite to the bringing of the lawsuit. When the libels 
are filed the owner has an opportunity to appear as a claimant and to have a full 


hearing before the Court. This hearing, we conclude, satisfies the requirements 


of due process.” 

The Court held that the finding of probable cause was both dis- 
cretionary and a preliminary step in a judicial proceeding; that there- 
fore, the district court had no jurisdiction to review this administrative 
finding and that the claimant’s rights are fully protected by the provi- 
sion in Section 304(b) for consolidation fer trial of all the libel suits. 

While the right to make multiple seizures in cases of misbranding 
is sparingly used by the Administration, this device is of great value in 
protecting the public until a trial can be held on the issue of misbrand- 
ing. Where the Administrator believes a misbranded article is dangerous 
to health, a fraud is being committed, or the public is being exploited 
to its injury or damage by seriously misbranded articles, resort to 
multiple seizures is the most expeditious means of affording protection 
to the public. This is particularly so in this day of crowded court 
dockets. Multiple libel actions have not been abused and have been 
employed only where serious damage to the public has been anticipated. 
As the Supreme Court stated: 


Congress weighed the potential injury to the public from misbranded articles 
against the injury to the purveyor of the article from a temporary interference 
with its distribution and decided in favor of the speedy preventive device of 
multiple seizures.” 





™ Mytinger & Casselberry, Inc., v. Ewing 
et al., 87 F. Supp. 650 (DC D. C., 1949). 

8’ Rwing, et al. v. Mytinger & Cassel- 
berry, Inc., 339 U. S. 594 [CCH FOOD 
DRUG COSMETIC LAW REPORTS f 7156]. 
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Once it is accepted that the right to conduct a business does not carry 
a license to use all promotional methods, fair or unfair, but may be 
regulated by the government for the protection of the people, then it 
follows that Congress can and should use all legitimate methods avail- 
able to insure the success of such regulation. The device of multiple 
seizures may be harsh; but, if wisely employed, its harshness will 
not be felt by those engaged in legitimate business conducted in a 
legitimate way. 


Removal of seizure actions.—As stated here last year, the first 
few years under the 1938 Act saw much litigation over the removal 
provisions of the Act."! The revision of Title 28 of the United States 
Code to include Section 1404(a), which provides that any civil action 
may be transferred to any other district where it might have been 
brought, has revived attempts to have seizure actions removed either 
to claimant’s home district or to other districts where the claimant 
anticipates some advantage in the trial of the case. 

The removal provisions of the Federal Food, Drug, and Cosmetic 
Act have consistently been held to prevent a claimant from removing 
an action to his home district, although one court during the past year 
held in a case where the United States Attorney did not oppose removal, 
not only that the action could be removed to the home district but that 
the res should also be shipped to that district for jurisdictional pur- 
poses.'? The consensus, however, is that removal must be to a “district 
of reasonable proximity to claimant’s principal place of business,” 
unless both parties stipulate to remove to some other district.*® 

During the past year, three district courts have had occasion to 
pass on the question of whether 28 U. S. C. 1404(a) is applicable to 
seizure actions under the Federal Food, Drug, and Cosmetic Act." 
All have agreed with the ruling in the Enca Cream case that Section 





Cases . Orangeade, Libel No. 1079 at 
Charleston, DC S. D. W. Va., decided 
10-6-1950; United States v. 91 Packages... 


" Willis, Daniel P. and Goodrich, Wil- 
liam W., ‘“‘Enforcement and Judicial Prog- 
ress of the Federal Food, Drug, and 





Cosmetic Act,"’ 5 FOOD DRUG COSMETIC 
LAW JOURNAL 34. 

122 United States v. 60 Cartons 
F. Supp. 329 (DC Tex., 1950). 

%5 FOOD DRUG COSMETIC LAW 
JOURNAL 34: 21 U. S. C. 334(a)(b). 

1% United States v. 11 Cases Ido- 
Pheno-Chon, Civil No. 5145, DC D. Ore., 
decided 8-31-1950; United States v. 630 
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Nutrilite, No. C11705 (DC N. J., 1950). 

% United States v. 23 Gross Jars ... 
Enca Cream, 8 F. Supp. 824 (DC Ohio, 
1949); United States v. 630 Cases ... 
Orangeade, Libel No. 1079 at Charleston, 
DC S. D. W. Va., decided 10-6-1950; United 
States v. 91 Packages Nutrilite, 
No. C11705 (DC N. J., 1950). 
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1404(a) of Title 28 is inapplicable since a seizure action is an action in 
rem and could be brought only in the district where the article is found. 


In one of these cases,’® the court also held that Section 304(a) of 
the Act does not authorize removal of a seizure action involving both 
adulteration and misbranding, since the Act places no limitation on 
the number of such actions which may be brought, and Section 304(a) 
authorizes removal only when the number of libel actions is limited. 


The claimant has appealed from the order denying the motion for 
removal. We have moved to dismiss the appeal on the ground that 
such an order is not a final one and, therefore, not appealable. The 
claimant has countered with a petition to the court of appeals for 
mandamus directing the district judge to take testimony relative to 
the convenience of witnesses for the purpose of an order of removal 
under 28 U.S. C. 1404(a). 

[In 1949, the district court at Chicago in a seizure action rendered 
a judgment on the basis of res judicata arising from earlier contested 
actions involving the drug, Nue-Ovo, the same claimant and the same 
issues of misbranding.’’ Since then, motions for summary judgment 
based on res judicata have been made and granted in two more seizure 
actions involving different therapeutic devices. In one, no appeal was 
taken; ** in the other, prior to the motion for summary judgment, the 
case had twice been to the Court of Appeals for the Tenth Circuit. 
The district court had ordered the case dismissed and the seized goods 
returned to the claimant. On the first appeal, the appeals court ordered 
a stay of the district court’s directive to return, immediately, the seized 
devices. The merits, argued on the second trip, involved an instruc- 
tion sheet, prepared in Kansas by Gerkey, the manufacturer, which 
had been forwarded to his agent Lee in Oklahoma where copies were 
made. The copies were used in the promotion and sale of the devices 
in Oklahoma. The lower court held that since the copies had not 
traversed state lines they did not constitute labeling. The court of 
appeals reversed and remanded.’® After remand, we made our motion 
for summary judgment. The motion was based on an earlier seizure 
and criminal prosecution. In the early seizure effected in California, 





16 United States v. 630 Cases .. . 18 United States v. 6 Devices . . . Mag- 
Orangeade, Libel No. 1079 at Charleston, netic Ray, Docket No. 4357 Civil, DC W. D. 
DC S. D. W. Va., decided 10-6-1950. Okla., decided 5-13-1950 D. D. N. J. No. 

17 United States v. 17 Cases .. . Nue-Ovo, 3000. 

No. 48C543 (DC IIl.), decided 10-11-1949. 1” United States v. 4 Devices . . . Color 


Therm, 176 F. (2d) 652 (CA-10: 1949). 
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Gerkey and the California consignee had intervened. Their answer 
was later withdrawn and a decree of condemnation entered. Gerkey 
was prosecuted at Kansas City and pleaded guilty. This case repre- 
sents an interesting advance beyond the limitations of the 1949 Nue- 
Ovo action in that the motion in this “Color-Therm” case is based on 
an uncontested seizure in which Gerkey intervened and a plea of guilty 
by Gerkey in a criminal case. The claimant-appellant in the current 
case is not Gerkey, but Lee, his Oklahoma agent. The issues of mis- 
branding are the same despite the change in name of the article from 
“Cosmo-Light” to “Color-Therm.” The judgment and decree of 
condemnation provided in part as follows: 


The court further finds that said devices and the labeling involved in this 
cause are identical with the devices called Cosmo-Light and the labeling thereof 
involved in cause No. 6478BH Civil which was instituted in the United States 
District Court for the Western District of California and removed to the United 
States District Court for the Western District of Missouri in which case said 
devices were adjudged to be misbranded within the meaning of Section 352 (a) 
of Title 21 U. S. C., and for the transportation of which devices in interstate 
commerce said Fred Gerkey was fined $500.00 in Criminal Case No. 17033 in the 
United States District Court for the Western District of Missouri. 

The court finds that the issue of misbranding was raised in the above styled 
civil and criminal cases in the United States District Court for the Western Dis- 
trict of Missouri and was decided favorably to the United States of America and 
that the issue of misbranding is therefore res judicata and the devices involved 
herein stand before this court as articles that have heretofore been adjudged to 
be misbranded within the meaning of the Federal Food, Drug, and Cosmetic Act, 
and are subject to condemnation.” 


The affirmance of this decision should further reduce the burden 
of enforcing the Act. Every time we proceed successfully against a 
device, we must consider the advisability of individual seizure actions 
against many more of the same devices, throughout the country, with 
the possibility of full trial on the merits in a number of the actions 
instituted. Such particularly was our predicament a few years ago 


b J 


regarding a device known as “Spectro-Chrome.” A contest ensued on 
the first device seized. The case was tried for almost seven weeks in 
Brooklyn.**. Thereafter, approximately 150 seizure actions were insti- 
tuted in districts from the east to the west coast. A criminal case was 


filed in Camden, New Jersey, the trial of which lasted two and one-half 





2 United States v. 4 Devices . . . Color 1 United States v. One Device .. . 
Therm et al., No. 4279 Civil, DC W. D. Spectro-Chrome, (DC N. Y., 1945) D. D. 
Okla., decided 4-3-1950. N. J. 2098. 
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months.*? Contests loomed in several of these seizures and prepara 
tion for trial was begun in a few. In one a decision adverse to the 
government was rendered by a district court which was reversed in 
the Ninth Circuit. Certiorari was denied.?* Affirmance in the “Color- 
Therm” case now on appeal in the Tenth Circuit would establish a 
res judicata precedent in a device case which should prove helpful in 
the future. 

Further extension of the doctrine of res judicata as applied to 
actions arising under the Act is illustrated by the case of United States 
v. 213 Bottles . . . “Sulgly Minol,” which is now on appeal in the Ninth 
Circuit. In that case the doctrine was invoked against the government. 
The position that the doctrine of res judicata can be invoked by the 
government, but not by the claimant in a seizure action is, of course, 
untenable. However, the instant case is an example, in our opinion, 
of a misapplication of this doctrine. 

The facts on which the application of the doctrine was made in 
this case are as follows: 

Two seizure actions were instituted in the Western District of 
Washington. The cases were consolidated as the drugs and issues of 
misbranding were the same in both cases. An affirmative defense was 
interposed based on the acquittal of the claimant, Gramer, in a prior 
criminal proceeding in the District of Minnesota. The same product 
and the same charges of misbranding were involved in the criminal 
case as in the seizure actions. 

The government filed a motion to strike the affirmative defense on 
the ground that an acquittal in a criminal case where the burden of 
proof is “beyond a reasonable doubt” cannot be res judicata in a seizure 
action where the burden of proof is “by a preponderance of the evi- 
dence.” The motion was denied and a subsequent motion by the 
claimant for summary judgment was granted on the basis of the 
acquittal in the criminal action being res judicata in the seizure proceed- 
ing. The government has noted its appeal. 

The possibility of acquittal in a criminal action becoming res 
judicata in subsequent civil actions gives rise to speculations concern- 





2 United States v. Ghadiali et al., 165 F. reversed Olsen v. United States, 161 F. (2d) 
(2d) 957 (CA-3; 1948): certiorari denied, 669 (CA-9; 1947); certiorari denied, 337 
334 U. S. 821. U. S. 768. 

% United States v. One . . . Spectro- 
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ing another possibility. The government may obtain a judgment 
against an article of food, drug, device, or cosmetic, and may then 
prosecute criminally. If in such a situation the criminal prosecution 
results in a judgment of acquittal and then a later seizure action is filed 
against the same product for violations similar to those charged in the 
prior seizure and criminal actions, the question arises as to which 
judgment would properly be the basis for the application of the 
doctrine of res judicata, the government’s judgment in the first seizure 
action, or the acquittal in the criminal case. Such a situation demonstrates, 
I believe, the fallacy inherent in the decision in the Sulgly-Minol case. 
No one will contend that the government’s judgment in the first 
seizure action in the situation described could be held res judicata in 
the subsequent criminal action. The reason is apparent. A different 
burden of proof must be applied to a criminal prosecution from that 
applied in a seizure action. For such reason, we believe it should be 
apparent that failure to convict in a criminal action should not bar 
subsequent attempts to prevail in civil actions where the products and 
issues of misbranding or adulteration are the same as those involved 
in the criminal prosecution. 


Food Adulteration 


After successfully proceeding against a number of shipments of 
adulterated and misbranded olive oil in seizure actions, the govern- 
ment was unable to have its criminal prosecution of the responsible 
corporation and individuals upheld in a case which reached the Court 
of Appeals for the Second Circuit during the past year.** Trial was 
before the court without a jury. In finding the defendants guilty of a 
number of interstate shipments of adulterated olive oil, the trial judge 
based his findings of adulteration solely upon the fact that the defend- 
ants had, added squalene to the olive oil in order to make it appear 
better or of greater value than it was. 


Squalene is a substance found naturally in olive oil and is also 
obtainable as a by-product from the distillation of shark-liver oil. 
The only satisfactory test available to determine whether olive oil is 
present in a blend of edible oils in the amount claimed is to make a 
test for the squalene content. Knowing the amount of squalene 
- present, a chemist can determine with reasonable accuracy the per cent 





*% United States v. Antonio Corrao Corp., 
et al., 179 F. (2d) 519 (CA-2; 1950). 
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of olive oil in the blend. If, however, squalene obtained from shark- 
liver oil is added to a mixture, the test is confounded since squalene 
from olive oil is the same substance as squalene from shark-liver oil. 


The govenment, adding small amounts of a chemical “marker” to 
squalene obtained from shark-liver oil, was able to determine the 
presence of such squalene when added to blends of edible oils. 


The trial judge held that the charges of misbranding were not 
proved beyond a reasonable doubt. The misbranding charges were 
that the label statements representing the articles to contain 20 per cent 
olive oil were false and misleading in violation of Section 403(a). He 
also acquitted the defendants of the charge of adulteration in violation 
of Section 402(b)(1) in that olive oi! had been in part omitted, since 
he held the evidence based upon organoleptic tests insutficient to prove 
the articles did not contain 20 per cent olive oil. Despite these findings, 
he found the defendants guilty on the charge involving Section 402(b) (4) 
of the Act, since he found the evidence sufficient to prove the defend- 
ants had added squalene in order to make the articles appear to be 
better than they actually were. 


In reversing the convictions, the Court of Appeals for the Second 
Circuit found these findings inconsistent. Assuming for the purpose 
of appeal that the finding of the trial judge was correct and the govern- 
ment had not proved the olive oil content to be less than 20 per cent 
as represented, the court of appeals held that the evidence was, there- 
fore, necessarily insufficient to prove that the article was made to 
appear better than it was. Since the actual olive oil content was not 
proved, it was impossible to determine whether the articles actually 
appeared better than they were. While it was conceded the judge may 
have been right in holding that the defendants intended to deceive, 
the appeals court held that, on the basis of the trial judge’s findings, 
there was no proof that deception actually resulted. Intent to deceive, 
while reprehensible, was held not to be a crime under the Act. 


Since the findings of the trial court were to some extent incon- 
sistent, no further action is contemplated. 


Food Standards 


While there were no Supreme Court decisions involving food 
standards during the past year and no decision such as last year’s 


Page 108 Food Drug Cosmetic Law Journal—February, 1951 











Willapoint case *° interpreting the requirements for legally promulgating 
food standards, the effect of validly promulgated standards on the 
distribution of articles similar to standardized foods was examined on 
three different occasions. The first case of this nature decided was a 
criminal prosecution of Omar Incorporated and Harold Roth, its vice 
president and general manager.** The information charged the defend- 
ants with introducing into interstate commerce a food labeled “Omar 
Vitamin Rich Farina,” which was misbranded within the meaning of 
Section 403(a) of the Act in that the label represented the food as being 
rich in added vitamins where as no vitamins had been added. Mis- 
branding in violation of Section 403(g)(1) was also charged by reason 
of the failure of the article to measure up to the standard of identity 
for enriched farina which it purported to be. In a short opinion, the 
court reaffirmed the principle that the purpose of the Act is not only 
to require truthful and informative labeling, but to protect the con- 
sumer by maintaining the integrity of food products. The court con- 
cluded that the thin line of distinction between “vitamin rich farina” 
and “enriched farina” which the defendants attempted to draw was 
illusory and would not afford the protection to the consumer which is 
the design of the Act. Because farina is vitamin poor after the milling 
process without the addition of vitamins, the court found the designa- 
tion “vitamin rich” to be misleading when applied to such a product. 
Furthermore, since the consumer would draw no distinction between 
it was held that the article 


’ 


“vitamin rich farina” and “enriched farina,’ 
involved purported to be the standardized food and was misbranded 
by reason of its failure to meet the standard. The corporation was 
found guilty, while the individual was found not responsible for the 
acts causing the violation, This decision was to a large extent merely 
a reaffirmation of the doctrine in the Cuaker Oats case.” 

The second decision involving the effect of food standards was 
that of the Court of Appeals for the Tenth Circuit in United States v. 
62 Cases Jam.** That case involved the construction of both 
Section 403(g) and 403(c) of the Act. Section 403(g) states that an 





** Federal Security Administrator  v. 
Quaker Oats, 318 U. S. 218 (1943). 
* United States v. 62 Cases . . . Jam, 


23 Willapoint Oysters, Inc., v. Ewing, 174 
F. (2d) 676 (CA-9; 1949); certiorari denied, 
338 U. S. 860. 
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article of food is misbranded if it purports to be or is represented as a 
food for which a definition and standard of identity has been prescribed 
and it fails to meet that standard. Section 403(c) states that a food is 
misbranded if it is an imitation of another food unless its label bears the 
word “imitation” and, immediately thereafter, the name of the food 
imitated. 


The article of food seized consisted of 62 cases of various flavored 
products labeled “Delicious Brand Imitation . . . Jam.” There was 
no question concerning the failure of the articles to meet the standards 
of identity prescribed for jam, nor was it contested that the label state- 
ment of the ingredients was accurate. The entire conflict revolved 
around the issues of whether the products purported to be or were 
represented as jams, and whether Section 403(c) allowed an imitation 
of a standardized food regardless of whether such imitation purported 
to be or was represented as the standardized item. The trial court 
held that Section 403(c) permitted the shipment of imitations if the 
label clearly stated that the article was an imitation. It was apparently 
the court’s view that proof of compliance with Section 403(c) by 
placing the word “imitation” before the name of the standardized food 
was sufficient proof that the product seized was not represented as and 
did not purport to be the standardized food. 


The Court of Appeals for the Tenth Circuit reversed this decision, 
holding that all the facts and circumstances under which the food is 
sold should be taken into account in determining whether it actually 
purports to be or is represented as a standardized food or is actually 
represented as an imitation of such food. The facts which were taken 
into account were the composition of the food (it contained the same 
ingredients as standardized jam, but in different quantities), its use 
(it was used for the same purpose as jam), the manner of distribution 
(it was often advertised and sold as jam, and was served to many 
people who never saw the label). Under these circumstances, the 
court held that the article was represented as and did purport to be jam 
and not imitation jam, A pertinent part of the opinion reads: 

Whether a food purports to be, or is represented to be, a food for which a 
definition and a standard of identity has been prescribed by regulation, is not to 
be determined solely from obscure disclosures on the label. If it is sold under a 


name of a food for which a definition and standard has been prescribed, if it looks 
and tastes like such a food, if it is bought, sold and ordered as such a food, and if 
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it is served to customers as such a food, then it purports to be, and is represented 
to be, such a food. 

One judge dissented on the ground that the court’s holding would 
result in banning from interstate commerce all imitations of stand- 
ardized food. He did not believe that Congress intended this result 
in enacting the Federal Food, Drug, and Cosmetic Act and was of the 
opinion that Section 403(c) was included to insure against such a result. 

The Supreme Court has granted certiorari and the case is awaiting 
argument. The final outcome of this case will probably determine to 
a great extent the future effectiveness of the standardization program ; 
for, it seems to us, if foods “substandard in identity” are permitted to 
be sold in interstate channels merely by labeling them “imitations,” 
then anyone dissatisfied with the standards or wishing to market a 
substandard product may employ this device as a means of circumvent- 
ing the regulations. 

The third case involving the applicability of the food standard 
provisions of the Act to articles of food which did not comply with the 
regulations but were similar to standardized food was United States v. 
30 Cases . . . Leader Brand . .. Fruit Spred, et al.*® The articles 
seized consisted of vari-flavored products made from fruit, sugar, corn 
syrup, water, and pectin. The articles had the appearance of jams but 
did not comply with the applicable standards of identity. Upon the 
trial of the case, it was shown that the articles were often invoiced as 
jams and sold in place of jams when such products were requested. 
While the {Fruit Spred” products sold at a cheaper price than standard- 
ized jams, this factor was offset by the very name of the product, 
“Leader Brand,” since the name was shown to convey the impression 
that the lower price was the result of the article being used as a 
“leader” to induce customers to buy other articles at the store handling 
such “Leader Brand . . . Fruit Spreds.” The articles were displayed 
on grocery shelves contingent to and intermixed with standardized 


’ 


jams. Furthermore, the articles were advertised as jams. 

Considering all of the factors, but particularly the appearance of 
the products, which were indistinguishable from jams, the court found 
that they did purport to be and were represented as jams. Since they 
did not comply with the definitions and standards of identity for jams, 





2% United States v. 30 Cases . . . Leader 
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they were misbranded within the meaning of Section 403(g) of the 
Act. The articles were also found to be adulterated within the meaning 
of Section 402(b)(4) in that water, sugar, and corn syrup had been 
added thereto and packed therewith so as to increase their bulk and 
weight and make them appear better and of greater value than they are. 
The court rejected claimant’s arguments that the name “Fruit Spred” 
had a distinctive meaning to the preserve industry or to the average 
consumer, and fonnd as a matter of fact that it had no meaning other 
than “jam.” Holding that truthful labeling is no defense to a charge 
of misbranding under Section 403(g), the court stated that the ultimate 
question when such an offense is charged is whether in fact the article 
would lead the ordinary consumer to the belief that that article is a 
standardized product. The various circumstances which may affect 
the decision as to whether an article actually purports to be a standard- 
ized food or is represented as such have been discussed above, namely, 
the method of merchandising, the appearance of the article, the adver- 
tising, and the manner in which the article is displayed on the grocery 
shelf. These and other factors are important in determining whether 
a product which looks like a standardized item does in fact lead the 
consumer to believe it is such a product. 

The “Leader Brand” case has been appealed. The Jam case differs 
from the “Leader Brand” case in that the conflict between Sections 
403(c) and 403(g) of the Act, which is presented in the Jam case, is not 
involved in the latter. The word “imitation” did not appear on the 
label in the “Leader Brand” action. If the district court’s’position in 
the Jam case in regard to Section 403(c) and the “imitation” problem is 
upheld, it is our view that it would seriously affect the holding that 
truthful labeling alone does not exempt an article from compliance with 
the other provisions of the Act. All cases of misbranding and adultera- 
tion, such as in the “Leader Brand” case, could be cured merely by 
placing the word “imitation” on the label. This would not change the 
fact that consumers would be deceived into believing that the imitation 
product was the standardized item, but it would exempt the distributor 
of the article from the consequences of such deception. In this instance, 
deception of the public would be sanctioned by law. We do not believe 
such a result was intended by including Section 403(c) in the Act. We 
should have the answer to this problem from the Supreme Court within 


the next year. 
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Drug Misbranding 


Adequate directions for use.—The litigation involving the various 
Alberty products has given rise to the development of an important 
theory concerning the construction of Section 502(f)(1) of the Act, 
which requires the labeling of a drug to bear “adequate directions for 
use.” The theory and its development was discussed before this group 
at some length last year by Mr. Kleinfeld.*° At that time, the most 
lucid decision involving the question of whether the labeling of a drug 
must state the disease conditions for which the drug is recommended 
before the directions for use would be considered adequate was United 
States v. Various Quantities of “Instant Alberty Food.” In that case, 
Judge Ben Moore sitting in the District of Columbia held that the 
words “adequate directions for use” necessarily relate to some purpose 
which is to be served by the use. For this reason he held that the 
labeling must include the disease conditions for which the drug is 
recommended. 

Realizing that such a construction of Section 502 (f)(1) would 
operate to eliminate grossly exaggerated claims made outside the 
labeling, since to make such in the labeling would result in a violation 
of Section 502 (a) regarding false and misleading claims, an attempt 
was made during the past year in another Alberty case to have an 
appellate court depart from this construction of the Act. This attempt 
was made in Alberty Food Products Company v. United States.** In that 
case, the District Court for the Northern District of California had entered 
summary judgment condemning a shipment of Ri-Co tablets for failure 
to bear adequate directions for use. It was undisputed that newspaper 
advertising matter had recommended the tablets for arthritic and rheu- 
matic conditions and that the labeling did not state these conditions. 
Holding that the failure to list the disease conditions in the labeling 
resulted in the directions being inadequate, the district court granted 
summary judgment for the government. Claimant appealed. 

In upholding the district court, the Court of Appeals for the Ninth 
Circuit stated: ' 


Since the kind of complete information we have indicated was not made 
available to the general run of victims of arthritis and rheumatism by a proper and 
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adequate “labeling” of appellant’s drug we must hold that it was “misbranded” 
under Section 352 (f) (1) of the Act. This for the reason that what appellant 


insists is a proper and adequate “labeling” falls far short of legal requirements. 


It failed to bear “adequate directions for use” since it did not state the purpose or 
condition for which the drug was intended. 

If this construction of the Act is generally followed, as we believe 
it should and will be, much more satisfactory surveillance of claims 
made for drugs should ensue. It will help to eliminate the practice 
which has developed of making innocuous claims in the labeling, while 
promoting the sale of drugs either orally or otherwise by fantastic 
claims for cure or relief of every disease known to man. 


Definitions of ‘‘Food"’ and ‘‘Device”’ 

Food.—Two other decisions of district courts deserve comment. 
Both were decided adversely to the government and both are being 
appealed. In United States v. 35 Bags . . . Coffee Sweepings,** Judge 
Clancy of the Southern District of New York held that green coffee 
is not a food and is not subject to the Act. Granting that a drink made 
from roasted coffee is consumed as drink by man, the court was of the 
opinion that an article which is not to be consumed in its present state, is not 
“food” as that term is used in the Act. Classifying green coffee as a non- 
food product could have serious results in removing from the supervision 
of the Administration the importation of that substance into the country. 
A case decided at about the same time in the Eastern District of New York 
by Judge Rayfiel involved the same factual situation. Judge Rayfiel 
found that green coffee is a food and condemned the seized material.” 


Device.—The second decision involving the definition of an article 
subject to the Act, was concerned with the meaning of the term “de- 
vice.” In United States v. 23 Phonograph Records, labeled “Time to 
Sleep,” ** Judge Rayfiel of the Eastern District of New York held that 
a phonograph record is not a device since it is not “such a machine or 
apparatus which is applied to or injected into the body or some organ 
thereof or whose current or rays enter the body.” Having defined the 
word device in this manner, the court held that since a phonograph 
record is not within his definition it is not a “device” within the mean- 





33 United States v. 35 Bags . . . Coffee Bags etc., M-1354 and M-1357, DC E. D 
Sweepings, (DC N. Y., 1950) [CCH FOOD N. Y., decided 4-19-1950. 
DRUG COSMETIC LAW REPORTS f 7161]. % United States v. 23 Phonograph Rec- 
% United States v. 14 Bags .. . Coffee ords .. . “Time to Sleep,’’ M-1092, DC 
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ing of the Act. Under this definition any object which is not “applied 
to or injected into the body” or which has no current or rays that 
enter the body would not be a device and could be recommended for 
every ailment of mankind. If such prevails, the Administration would 
be helpless since it would lack jurisdiction over such objects, which 
would include even a rabbit’s foot if therapeutic claims were made for it. 

During 1950, several important medical-type of cases went to trial. 
Two of these were device cases of the type just referred to, for which 
the manufacturers and distributors made claims of cure for all human 
ills. Both manufacturers claimed that the therapeutic benefits were 
derived from the emission of radioactive emanations. One of these 
was called a “vrilium catalytic barium chloride” tube. This consisted 
of a brass tube about the size and shape of a pencil customarily attached 
to a dance program. The top had a ring affixed through which a safety 
pin could be passed. Inside the brass tube was a glass tube about as 
thick as a kitchen match and one half as long containing a commercia! 
grade of barium chloride. Barium chloride is sometimes used as a rat 
poison. The amount of powder used in 2,000 of these cost about a cent. 
This gadget which sold for 300 dollars was to be pinned to clothing 
over the area of the body to be treated. The device was commonly 


‘ 36 


known as the “magic spike.” 

The other device was about the size and shape of a dumbbell 
and called the “Zerret applicator.” ** The ball ends of the dumbbell were 
made from plastic baby rattles. A portion of each ball was cut out 
and warm household paraffin poured into each ball in which was fixed 
a plastic tumbler containing “Zerret fluid.” The fluid was sealed in the 
tumbler with paraffin. Two such units were opposed and held together 
with Scotch tape. The patient was directed to sit in a chair with both 
feet on the floor, legs not crossed and hold the “dumbbell” between 
the hands, the palm of a hand on each ball end. Instructions suggested 


that the user take the dumbell to bed. 


The fluid that was used in the dumbbell was water drawn from a 
Chicago tap. Two paraffin balls were then floated on the water. Cosmic 
rays, it was claimed, entered one of these balls at a 45° angle from a 





* United States v. Vrilium Products * United States v. Ferguson et al., No. 
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north by west direction, traveled clockwise in one, entered the other 
and traveled counter-clockwise in the second and then entered the 
water. This was permitted to stand for about 30 days when it would 
be used in assembling the devices. In addition to chemically analyzing 
the powder in the tubes, the fluid in the dumbbells and making a deter- 
mination of the types of plastic used in the rattles and tumblers, it 
was necessary to debunk the claims of radioactive emanation. The 
debunking process consisted of an actual demonstration in the court 
room during the trial in each case. A Geiger counter was used by 
scientists in the field of radiation, one of whom was the only civilian to 
see the atom bomb dropped at Hiroshima. Demonstration in open 
court showed the absolute lack of any radioactive emanation from 
either of the two devices. The devices singly and in groups when 
placed in front of the counter registered no reaction whatever, but 
when a radium dial watch was similarly placed, the counter clacked 
like a triphammer. For another comparison, one of the scientists dem- 
onstrated with a cereal dish in which the manufacturer had used a 
uranium salt in the color and glazing material. This salt was radio- 
active, and the witness explained that it could be dangerous to health 
if used regularly for highly acid vegetables or fruits. When the dish 
was put in front of the Geiger counter, the counter again clacked like 
a triphammer. The demonstrations proved our point, and, we think, 
impressed both judges and the juries. 

In both of these cases, the judges confined the testimony of lay 
users to an enumeration and description of their symptoms. Such 
procedure, we feel, is proper. However, we experience much diver 
gence on this score in rulings by district judges throughout the country. 
It is our opinion that the law precludes a lay person from testifying 
that he has tuberculosis, cancer, anemia, erysipelas, in fact, almost any 
specific disease. Such a person is not qualified by training, education, 
or experience to diagnose disease. That he is suffering from a particular 
disease, he was so informed by his doctor. To testify to that would be 
objectionable on the basis of hearsay. Usually it is our practice to have a 
physician testify who has made a diagnosis, then to have the individual 
who has used the drug or device show that the same was used accord- 
ing to directions, or to have a survivor of the user testify to the same 
effect, and finally to have a physician show that the user had received 
no benefit from the device. In general, the courts apparently recognize 
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this approach as the appropriate one and, in this type of case, preclude 
lay persons from testifying to anything but symptoms such as pain, 
lumps, abrasions, and the like.** 

Such a pattern was meticulously followed by us in a recent case 
tried in the southwest involving an oral medication employed for the 
cure of internal cancer. The medication is about 94 per cent water, 
four per cent potassium iodide, and the remaining two per cent consists 
of cascara sagrada, buckthorn, northern prickly ash, red clover blossom, 
alfalfa, and sugar, or some combination of these last six items. A pam- 
phlet, held to be labeling, contained the names and addresses of persons 
who were claimed to have been cured. The site of each person’s cancer 
was reported. The pamphlet suggested that anyone interested should 
write to one of these individuals for the purpose of procuring his or 
her own story of the results of the treatment. Though we were aware 
that such persons were favorably disposed to the defendants, we pur- 
posely presented the facts pertaining to some of them in court. We 
presented a total of 16 lay user cases. You may be interested in some 
of the details of a few. 

Mr. H. F. E. experienced hoarseness in his voice in 1945. He 
went to one of the outstanding clinics in this country. Dr. F. of the 
clinic staff testified that he had made an examination, performed a 
biopsy, and sent the tissue to the laboratory for pathological examina- 
tion. After receiving the pathologist’s report he had recommended 
surgery to the patient. Dr. E. P. testified that she had examined the 
tissue submitted by Dr. F. and had found it to be malignant. The 
patient declined to submit to surgery and took the defendants’ oral 
medication: a teaspoonful at mealtimes for several months. A few 
months later, Dr. G. was called to the emergency room of a New 
England hospital. He testified that he looked at this patient and was 
afraid that he would not be able to get him to the operating room 
in time to save his life. However, an emergency tracheotomy was per- 
formed, a tube for breathing inserted in his throat, thereby saving 
his life. Dr. G. testified further that a few days later-he operated on 
the man’s throat and removed his “voice box,” that in the course of the 
operation he found that a large tumor mass had encroached upon 
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the windpipe and was preventing the patient from breathing. He sent 
the tissue to the laboratory for pathological examination. Dr. C. testi- 
fied he examined the tissue and found it to be malignant. The patient 
testified about the symptom of hoarseness, that he went to the clinic, 
declined surgery, that he took defendants’ oral medication, and that Dr. 
G. had performed two operations on his throat. On the witness stand 
he was wearing a patch over the tracheotomy tube. He cannot talk 
normally, but has learned how to converse by swallowing air and re- 
gurgitating it with sound effects. On cross examination, over govern- 
ment objection, he was permitted to say that at one time he had cancer 
of the throat and that the oral medication had cured him of cancer and 
saved his life. However, it was after he had taken the oral medication 
for months that the life-saving tracheotomy was performed and a few 
days later a laryngectomy, the tissue from which was malignant. 

A family physician testified that Mrs. G., a patient of his for a 
number of years, had complained of “stomach trouble.” He finally oper- 
ated and found an ordinary, garden-type variety of stomach ulcer. Her 
case was represented in the labeling as a cure of cancer of the stomach. 
We presented her to prove that she was the person mentioned in 
the labeling. On cross examination she was permitted to say that she 
had had cancer of the stomach, that she took the oral medication, 
and that it had cured her cancer. 


Dr. A. testified that he had operated upon and removed a lesion 
from the bladder of Mrs. E. He had never seen her after that as he 
had gone into the army. She immediately became a patient of Dr. C., 
who testified that he had examined the patient cystoscopically for a 
period of four years and had observed nothing but well-healed scar 
tissue where the surgery had been performed. We presented her to 
show that she is the one represented in the pamphlet as having been 
cured of cancer of the bladder. Mrs. E., however, on cross examination 
was permitted to testify, over our objection, that she had cancer of the 
bladder, which also was cured by the oral medication. 

These instances occurred during the presentation of the govern- 
ment’s case. During the presentation of the case by the defense, lay 
persons unsupported by any scientific, technical, or medical testimony 
were permitted over our objection to testify that they had had cancer, 
that they had taken this oral treatment, and that this treatment had 
cured them of their cancer. The court denied the government’s appli- 
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cation for injunction. The case is of very recent vintage and an appeal 
is to be recommended. 
Conclusion 

The vast majority of cases arising under the Federal Food, Drug, 
and Cosmetic Act during the past year were either uncontested or 
involved no questions of law over which there was serious dispute. As 
the judicial interpretation of the Act becomes more crystallized, there 
necessarily will be fewer decisions concerning the scope and meaning 
of the Act. Each case involving a new question of interpretation, how- 
ever, becomes increasingly important as the area of dispute narrows. 
We shall focus our attention on the field as it becomes limited, to the 
end of continuing the consumer protection contemplated in the enact- 


[The End] 


ment of the Act. 








Cooperation IN CIVIL DEFENSE 

All units of the Federal Security Agency, including Social Security 
Administration, Public Health Service, Office of Education, Food 
and Drug Administration and Office of Vocational Rehabilitation, 
as well as the Agency’s regional and field offices, have been in- 
structed by Federal Security Administrator Oscar R. Ewing to 
cooperate closely with the program of the new Federal Civil 
Defense Administration so that the Agency’s applicable health, 
welfare, educational, and related civil defense resources will be 
available to the Federal Civil Defense Administration. FSA 
Release, FSA B43. 








Page 119 


Judicial Action 








Congress Investigates 


Chemicals in Foods 








By VINCENT A. KLEINFELD 


N JANUARY 3, 1951, the House of Representatives Select Com- 
mittee to Investigate the Use of Chemicals in Food Products, 
headed by Congressman James J. Delaney, of New York, filed 

an interim report * with the House of Representatives. The report 
concludes by stating that unnecessary obstacles to technological improve- 
ments in food production and processing should not be created ; and that in 
view of the far-reaching consequences of the amendment to the food 
chapter of the Federal Food, Drug, and Cosmetic Act proposed by 
many witnesses, the Committee was of the view that those who 
would be affected by such legislation should be given further oppor- 
tunity to present their views and to comment on proposed legislation 
before any specific recommendations were made to the Congress. | 
think it is not presumptuous of me to say that that represents the 
sincere attitude of the Committee, that the Committee has not arrived 
at any definite conclusions concerning the kind of legislation which 
should be enacted, and that the Committee believes that consider- 
ably more testimony, primarily by the affected industries, should be 


obtained. 


Finding in Committee Report 
Perhaps the most controversial feature of the report is the finding 
that: 

The increasing use of chemical additives in the productive and processing of 
food has raised a serious problem as far as the public health is concerned. The 
evidence so far presented indicates that existing Federal laws dealing with the 
use of chemicals in food are not adequate to protect the public against the ad- 
dition of unsafe chemicals. 





* H. R. Report No. 3254, Eighty-first Con- 
gress, Second Session. 
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The author is particularly well qualified to discuss 
this subject, since he served as Chief Counsel for 
the Committee whose interim report he is reviewing 





I can see skeptical eyebrows being raised at this by those, usually 
eminent attorneys, who have been saying from the outset that they 
just couldn’t see what the fuss was about, that it had not been 
shown that any serious damage had been done to the public by the 
use so far of chemicals in foods, and that no need had been demon- 
strated for any amendment of the Federal Food, Drug, and Cosmetic 
Act except pursuant to testimony by a “crack-pot fringe” and a num- 
ber of academicians far, far removed from the realities of the situation, 
grasped only by these learned attorneys. My purpose today is to 
look at the record, to spend a few minutes in pointing out some of 
the relevant testimony bearing on the Committee’s conclusion that 
the increasing use of chemical additives in foods has created an 
important health problem which is not met adequately by existing 
law. 
Testimony of Academicians 

First, I wish to advert to a few of these academicians who, in 
most instances, appear to have acted as consultants to concerns in 
the food industry and whose opinions, therefore, must be given weight, 
if not by reason of their professional and scientific background, then 
perhaps because of the fact that they have earned money from other 
than academic sources. 

We start off with Dr. Anton J. Carlson, Professor Emeritus of 
the Medical School of the University of Chicago, and a scientist of 
great repute. Dr. Carlson testified that it was more important that 
chemicals be demonstrated to be safe before being utilized in food 
products than that the safety of new drugs be demonstrated; that a 
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serious problem, as far as the public health was concerned, was pre- 
sented by the increasing use of new and possibly toxic chemicals; 
and that chemicals were being used in food, whose possible danger 
was not known. He declared that legislation with respect to additives 
to foods should be similar to that existing in connection with new 


drugs. 

Dr. Theodore Koppanyi, Professor at Georgetown University 
School of Medicine, testified on the basis of his background and ex- 
perience in the fields of pharmacology and toxicology that the pharma- 
cologist and toxicologist of today are quite concerned with the small 
and insidious toxic effects of substances that may produce harmful 
effects when eaten for months and years; that every new ingredient 
proposed in food should be subjected to a vigorous experimental 
study ; and that the burden of establishing that an ingredient proposed 
for use in a food is free from harm should be on those who wish to use 
it. He declared that the Act should be amended so that the information 
now required under the New Drug Section should be required of pro- 
posed chemical additives to food products. 

Dr. Robert Blackwell Smith, Associate Professor of Pharmacology 
in the Schools of Medicine and Pharmacy of the Medical College of 
Virginia, and a member of the Food Protection Committee of the 
Food and Nutrition Board of the National Research Council, recom- 
mended that an amendment to the Act be enacted which would 
require the submission to the Food and Drug Administration of data 
demonstrating both the necessity of the use of a proposed chemical 
additive and its safety. 

Dr. Andrew C. Ivy, Vice President of the University of Illinois, 
in charge of the Colleges of Medicine, Dentistry, Pharmacy, and Nurs- 
ing, declared that it was absolutely necessary for the protection of the 
public that the safeguards of the New Drug Section of the Act be 
adhered to, and that it was even more important to have protection 
of that character in the case of food. When asked why, he testified 
as follows: 

Because drugs are generally given only for a short period of time, and then 
under the supervision of a physician, particularly if the drug has any degree of 
potency, and then it is administered in a safe manner. 

In the case of food, it is very important for us to be sure when a food is 


loctored that the doctoring of the food is not going to deleteriously affect its 
consumers because that food can be taken every day and over long periods of 
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time, month in and month out, year in and year out, without the supervision of 
a physician. 

And Dr. Robert S. Harris, professor in charge of the nutritional 
biochemistry laboratories at the Massachusetts Institute of Tech- 
nology, testified in part as follows: 

I contend that no chemical should be added to foods if it is not necessary; 
that a compound unnatural to foods should not be added unless an effective 
natural compound is not available; that unnatural compounds should be used 
with extreme caution even after they have been proven to be innocuous—animal 
tests are never conclusive, the human race has never been challenged by this 
unnatural substance before, and the body of man may have no mechanism of 
defense against it; that no chemical, natural or unnatural, should be used in the 
food of man until it has been proven to be harmless; that no chemical should be 
used if by its use the consumer is deceived as to the quality, freshness, identity, 
or nutritive value of that food; that these chemicals, if used, should be used in 
the least amounts for effectiveness; and that the law should be amended to require 
that no chemical shall be added to food during production, transport, and 
processing except with written consent of the Food and Drug Administration 


Testimony of Government Officials 

Let us consider, also, the testimony of various government officials, 
whose views must certainly be taken into consideration. 

Dr. Paul B. Dunbar, Commissioner of the Food and Drug Admin- 
istration, who has been connected with the administration of food 
and drug legislation since 1907, declared that he believed that both 
the public interest and the interest of honest manufacturers required 
that an amendment to the food chapter of the law, comparable to 
the New Drug Section, be enacted. The chief administrative official 
of the Food and Drug Administration testified that he felt that no 
chemical that is subject to any question as to safety should be em- 
ployed until its possible injurious effect has been shown to be non- 
existent and that: 

any chemical that is proposed for use ought to be proved in advance 
of distribution in a food product to be utterly and completely without the possi- 
bility of human injury. 

James O. Clarke, Director of the Division of Program Research 
of the Food and Drug Administration, submitted a list, prepared in 
cooperation with the Public Health Service, which revealed that over 
800 chemicals are used, have been used, or have been suggested for 
use in foods; that out of this total, it has been estimated that 704 
are in use today; and that of these 704 only 428 are definitely known 


to be safe as used. 
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Dr. Leonard A. Scheele, Surgeon General, Public Health Service, 
pointed out that the rapidity with which new compounds are being 
introduced in the production, processing, storage, packaging, and 
distribution of food is alarming, particularly in view of the fact that 
the toxic effects of so many of these chemicals and the compounds 
which they form when introduced into food are unknown. 


Testimony of Industry Representatives 

Before shrugging off the testimony of these officials of the gov- 
ernment and of the academicians, it would be well, I think, to consider 
the testimony before the Committee of some industry representatives. 
Let us consider, for example, the views of Dr. Roy C. Newton, Vice 
President in Charge of Research, Swift & Company. Dr. Newton asserted 
that it was his conviction that any food processor bears a moral obliga- 
tion not to change the food supply by the addition of chemicals or 
by chemical processing until he has provided adequate proof, in the 
form of scientific studies by competent scientists, proving the non 
poisonous character of a proposed process or addition. He declared 
that it would appear to be in the public interest to require food proces- 
sors to avoid such chemical additions or chemical processing until 
sufficient evidence has been acquired to prove that such additions or 
processes are harmless; and he concluded as follows: 

To summarize, it is my belief that the rapid development in the application 
of science to the production and processing of food offers great possibility for the 
welfare of mankind. There is attached to this application of the use of chemicals 
in the production and processing of food a certain degree of hazard to the publi 
which may and should be eliminated by the requirement that all such proposed 
chemical innovations be subjected to adequate biological testimony with experi- 
mental animals to establish proof that the food is not rendered toxic. 

Dr. Newton stated that proof that a proposed chemical additive was 
harmless should be submitted to some arm of the government. 

Dr. William B. Bradley, Scientific Director of the American In 
stitute of Baking, testified at length. He declared that it would appear 
desirable that some measures be taken to eliminate the possibility 
of incorporating harmful ingredients in food, and to determine whether 
the function of the ingredient was in the best interest of the ultimate 
consumer. He stated that: 


This could be accomplished by amending the present Federal Food, Drug, 
and Cosmetic Act to give the Food and Drug Administration at least as much 
authority over the materials used in, on, or as accessories to the production of 
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foods, from the farmer through the processor, as it has in the matter of drugs 
A revised law should make provision for adequate testing of new chemicals to 
determine their safety and function before use of such chemicals is permitted 
in the producing or processing of foods. A revised law should also provide for 
the review of evidence of safety and function of each of the numerous chemicals 
currently in use. 

And Dr. E. A. Louder, Technical Director of the Pet Milk Com- 
pany, although he called the Committee’s attention to the importance 
of chemicals in the food industry and to the fact that chemicals have 
greatly enhanced the development and improvement of food products, 
said that there is need for authority in the hands of an impartial 
agency to investigate and approve chemical additives or chemicals used 
in the food industry. He stated that: 

My personal belief is that chemicals not generally recognized by long usage 
in foods as entirely harmless should be approved by a responsible agency as a 
prerequisite for their use in food products; also, that chemicals intended for use 
as pesticides or rodenticides in and around food plants and farms should be 
subject to advance approval by the same agency. 


Testimony Favoring Amendatory Legislation 

I believe it is quite pertinent that no food trade association or 
food processor or manufacturer opposed the thought of amendatory 
legislation or proffered any opinion that such legislation was not 
required in the public interest. Several representatives of associations 
of chemical manufacturers testified that existing law was entirely 
sufficient, in their opinion, but it cannot be said that they represented 
the food industry. As a matter of fact, a number of representatives 
of various segments of that industry testified that they believed 
amendatory legislation should be enacted. For example, Charles 
Wesley Dunn, General Counsel for the Grocery Manufacturers of 
America, Inc., associated himself with the general philosophy of the 
testimony of Dr. Roy C. Newton, of Swift & Company, and declared that 
existing Federal law is not now adequate to prevent unsafe chemical 
additions to food, which are dangerous to the public health. He indi- 
cated that the protection of the public required,an amendment which 
would provide in effect that no chemical should be added to food if 
there was a scientific question with respect to whether its addition 
was safe until evidence ‘of its safety had been submitted to, and 
accepted by, the Food and Drug Administration. He stated that 
the responsibility for submitting such evidence should be on the party 
responsible for the additive: to wit, the manufacturer of the pesticide 
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and the manufacturer or other original seller of the chemical sold 


for use in the production of fabricated food. 

Dr. E. J. Cameron, Director of the Washington Research Labora- 
tories, National Canners Association, stated that he regarded the un- 
avoidable presence of pesticide residues as the most important facet 
of the “added chemical” problem as it pertained to canned foods, 
and that if legislation of the kind under consideration could be applied 
effectively to an advance screening that would lead to the approval 
of particular pesticides, food processors would be relieved of certain 
very definite worries incident to the unregulated use of such com- 
pounds. He said: 

It is recognized that the pretesting of pesticides on the large scale that is 
indicated by the recent developments in this area would be time consuming and 
expensive. Nevertheless, adoption of a new pesticide should be predicated on 
reasonable evidence that its use does not create a health hazard. Otherwise the 
advance in horticultural practice that is promised by use of the pesticide may be 
in conflict with public health considerations. 

Robert H. North, Executive Assistant to the International Asso- 
ciation of lce Cream Manufacturers, declared that his association was 
in favor of legislation that would require the producer of any new 
chemical to secure approval of the Food and Drug Administration 
before the chemical could be used in any food product. 

Eugene W. Brockenbrough, President of the Institute of Shorten- 
ing and Edible Oils, Inc., stated that existing law places an unreason- 
able burden on the Food and Drug Administration in carrying out 
its responsibility to protect the public health. He was of the view 
that the answer to this weakness consisted of an amendment which 
would provide that no chemical shall be directly or indirectly added 
to food, if there is any question of its safety, until scientific evidence 
of its complete harmlessness has been submitted to and approved by 
the Food and Drug Administration. 

And M. H. Brightman, Executive Secretary of the Dairy In- 
dustry Committee, composed of representatives of the American Butter 
Institute, National Cheese Institute, American Dry Milk Institute, 
International Association of Ice Cream Manufacturers, Milk Industry 
Foundation, and Evaporated Milk Association, testified that the Dairy 
Industry Committee had formulated a statement of policy which de- 
clares that it would be desirable to have legislation which would pro- 
vide that the Food and Drug Administration should have the function 
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of approving the use of new chemicals in food products, and that 
the procedure should be similar to that now employed under the 
New Drug Section of the Federal Food, Drug, and Cosmetic Act. 

Certainly, also, statements on the problem by the Committee 
on Chemicals Introduced in Foods of the American Public Health 
Association and of the Council on Foods and Nutrition of the American 
Medical Association cannot be dismissed lightly. The former Com- 
mittee recommended that more rigid control of new substances sug- 
gested for use in the production or processing of foods be established, 
and: 

that it would be advantageous to the food industries as well as to the 
general public if the present Federal Food, Drug, and Cosmetic Act were amended 
so that the same kind of authority presently granted over new drugs were made 
applicable to new chemicals, or new ingredients, intended for use in foods. When 
this has been done, the committee believes that a significant step in health pro- 
tection will have been taken. 

Dr. William J. Darby, Jr., Head of the Department of Biochemis- 
try at Vanderbilt University School of Medicine, testified on behalf 
of the Council on Foods and Nutrition of the American Medical Asso- 
ciation. He pointed out that essential information with respect to 
the identification and measurement of spray residues is undeveloped 
for many of the agricultural poisons now in use. He declared that: 

Intentional chemical additives, especially those likely to find their way into 
basic foodstuffs or to find widespread application in a variety of foods, each of 
which may be infrequently eaten, must not be permitted until the complete harm- 
lessness of these agents can be demonstrated beyond reasonable doubt. 

A report of the Council which he read stated that there was being 
introduced into the nation’s food supply a new processing practice 
which the Council viewed with considerable apprehension, namely, 
the widespread addition of certain surface-active compounds to a 


variety of foods. 


Use of Chemical Additives a Serious Problem 

Of course, I have designedly chosen witnesses whose testimony 
(and there is little evidence to the contrary) supports the conclu- 
sions set forth in the interim report of the Committee that the 
increasing use of chemical additives has raised a serious problem 
affecting the public health and that existing Federal law is inadequate 
to cope with the situation. I have done this in a studied endeavor 
to demonstrate that the situation with which we are confronted can- 
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not be met by a fiat that only a particular food manufacturer or 
processor or his attorney, well versed in food and drug law, is qualified 
to discuss the problem or to possess a “practical” or “sound” attitude 
to it. Such an approach constitutes a refusal to meet the realities 


of the situation. 

The situation is not significantly different from that which existed 
with respect to new drugs before the enactment of the present Act. 
It could have been said (as it is stated now by some in connection 
with the proposal to obtain prior approval of proposed chemical addi- 
tions to foods) that it had not been established that serious damage 
had been caused by the use of new drugs. It took the Elixir of Sul- 
fanilamide incident in 1938, resulting in over 100 deaths, to pass the 
New Drug Section. Shall we wait for a similar tragedy before ad- 
mitting that we are confronted with a similar problem? As stated 
by the Committee on Chemicals Introduced in Foods of the American 
Public Health Association: 

Mortality records alone would seem to show that accidental death from toxic 
chemicals of all kinds are an insignificant part of the total causes ofideath. The 
toxicologic properties of many of the chemicals used in the production and proc- 
essing of foods are unknown, especially the chronic effects of their long-time 
consumption in foods. Mistakes in judgment about the health qualities of 
chemicals introduced in foods may adversely affect the health of great numbers 
of persons. Just as fire prevention is an important part of the control of damage 
by fire, so also the effective control of chemicals introduced in foods may serve 
to prevent mass poisoning of the population. It does not seem that the consid- 
eration of preventive measures in this field should demand impressive statistics 
from the death records in order to justify the undertaking. 

The problem is accentuated by the fact that the addition of 
chemicals to fabricated foods, and the increasing utilization of neces- 
sary but potent insecticides and other pesticides, constitute but one 
facet of an extremely serious health problem created by rapid strides 
in industrialization and tremendous advances in technological knowl- 
edge. For substances which may be or are toxic in character are 
being employed not only on growing crops, in staples such as bread 
and milk, and in dozens of other foods, but in cosmetic preparations 
and numerous manufacturing processes to which large segments of 
our population are exposed. And the very air we breathe and the 
water we drink are often contaminated with chemicals. The over-all 
health problem is one, therefore, which ultimately must be resolved 
so that the public health, and thus the welfare of the nation, are 
protected. [The End] 
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Physicians and Prescriptions 
By R. T. STORMONT, M. D. 


The Prescribing Pharmacist and the Dispensing 
Doctor Are Equally at Fault, Says the Author, 
Since a Clear Line of Demarcation Has Been Drawn 


ARLY in recorded history the medical and pharmaceutical pro- 
fessions were not separate and distinct. Thus, an individual 
who practiced the healing art diagnosed the ailment, made his 

decision regarding therapy, and then dispensed medication directly 
to the patient. Gradually there evolved a separation of these duties 
or responsibilities, and today a clear line of demarcation may be drawn 
between the two professions, However, there are some individuals 
in both professions who apparently prefer to cling to the outmoded 
tradition. The prescribing pharmacist cannot be regarded as adhering 
to the ethics of his profession. His counterpart, the dispensing physi- 
cian, may be equally subject to censure unless he practices in a locality 
where pharmacy service is not available. The physician is not trained 
to compound and dispense medication, and frequently does not serve 
the best interest of his patients when he usurps the pharmacist’s role. 
There is no doubt but that the pharmacist plays a very important and 
essential part in safeguarding the public health by carefully compound- 
ing and dispensing medication of the proper potency and quality. 
Among other things, he performs a most desirable service by checking 
the prescription for errors involving drug dosage. As a matter of fact, 
he may be held jointly liable with the physician for a dosage error 
in the prescription if the patient suffers injury attributable to the 
medication. Thus, the pharmaceutical and medical professions have 
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the common primary duty of observing all measures necessary for 
safeguarding the health of the patient. Neglect of their respective 
responsibilities in this regard by pharmacists and physicians cannot 
but reflect to the detriment of both professions. 


New Medications 


The therapeutic armamentarium of the physician is expanding 
with ever increasing rapidity. Time-honored remedies are being sup- 
planted by new agents possessing significantly greater potency or less 
toxicity. Prior to World War II quinine had been generally regarded 
as the specific drug for the treatment of malaria. However, it has 
now been virtually replaced by new antimalarials whose advantages 
and superiority have been well demonstrated. Remedial agents are 
being found for disease states hitherto unamenable to therapy. These 
new drugs are often characterized by a marked potency. Not infre- 
quently they also may produce dangerous side reactions or toxic effects. 
The physician should carefully weigh the possible benefits of a drug 
against the capacity to cause injury in order to determine the proper 
treatment for the particular ailment of his patient. It is apparent 
that a calculated risk often is involved in this determination. A potent 
drug may be indicated for a patient who is seriously ill, even though 
such a drug is potentially capable of producing dangerous side effects. 
However, use of the same drug in the treatment of a relatively minor 
disease condition could hardly be regarded as justified. Thus, it is 
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apparent that the physician must assume the responsibility of pre- 
scribing intelligently in the best interest of the patient. Obviously 
he should familiarize himself with the proper indications for use, con- 
traindications, dosage, manifestations of toxicity, and clinical tests 
for following the progress of therapy with respect to a new drug, 
before writing a prescription for such medication. 


Directions Concerning Medication 


The word “prescription” is not defined in the Federal Food, Drug, 
and Cosmetic Act. However, there should be little doubt as to the 
true meaning of the term. A prescription is essentially a written order 
by a physician to the effect that a particular patient be supplied a speci- 
fied quantity of a certain drug or mixture of drugs for use in accord- 
ance with definite directions. Thus, the physician must assume the 
responsibility of meeting certain needs of the pharmacist as well as 
the patient. The pharmacist is bound by the code of ethics of his 
profession to fill the prescription strictly in accordance with the physi- 
cian’s directions. Therefore, these directions should be easily in- 
telligible and as complete as is practicable. Illegible or incomplete 
prescriptions are potentially dangerous and constitute an annoyance 
or hardship to the pharmacist. The patient must be provided with 
such adequate instructions as will allow him to make reasonably safe 
and intelligent use of the prescribed medication. Oral instructions 
to the patient are frequently desirable or necessary as a means of 
supplementing the directions which appear on the prescription label. 

No one can quarrel with the view that the physician must assume 
the full responsibility of diagnosing the ailment of the patient and of 
prescribing for him. That is a professional duty which is demanded 
of him when he contracts or undertakes to care for a given patient. 
The physician cannot guarantee that he will provide either a correct 
diagnosis or a complete cure. Nevertheless, in the event that the 
patient has suffered injury, alleged to have resulted from incorrect 
diagnosis or treatment, the physician must be prepared to show that 
the diagnostic and/or therapeutic measures which he employed are 
in accord with the present usual or customary medical practice. Thus, 
he may be legally liable for both errors of commission and omission 
if he has disregarded or failed to employ customary diagnostic or thera- 
peutic measures, and the patient has suffered resultant damage or injury. 
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Refills 


The patient may disregard the physician’s orders and neglect ob- 
taining prescribed medication. That is the patient’s prerogative, but 
in such instances the physician cannot be held responsible for any 
injury resulting therefrom. Likewise, a physician is not responsible 
for any injury resulting from medication obtained through the refill- 
ing of a prescription which was performed without his knowledge 
and authorization. A prescription should not be regarded as a “license,” 
permitting the patient to obtain medication beyond that ordered by 
the physician. Certainly the pharmacist is not obliged to furnish the 
patient with medication in excess of that expressly authorized by the 
physician. If the pharmacist does refill a prescription without the con- 
sent or approval of the physician, he is, in effect, engaging in the 
practice of medicine. Furthermore, by indiscriminately refilling pre- 
scriptions without the authorization of the physician, he runs the risk 
of becoming a partner in a vicious practice of allowing the patient to 
engage in potentially dangerous self-medication. 


The argument that refills of a prescription necessarily will con- 
tinue to be both safe and efficacious for use in treating the symptom 
syndrome or disease condition of a particular patient is quite fallacious. 
Changes in the condition of the patient frequently occur and neces- 
sitate an appropriate modification of dosage or even a change in medi- 
cation. A gross change in the condition of the patient may be quite 
apparent to the pharmacist and lead him to recommend that the patient 
consult his physician. All too often, however, these changes are both 
subtle and insidious. They are not at all apparent to the pharmacist 
or patient, and may even escape detection by the physician. There 
is no argument, however, but that the physician is best qualified to 
determine whether or not a patient requires a greater or a lesser amount 
of the prescribed drug, or a change in medication. Furthermore, that 
is a responsibility which the physician cannot shirk, or shift onto the 
shoulders of others who are not licensed to practice medicine. 


Diseases causing quite similar symptoms may be entirely different 
in nature. The proper medication for the one disease may not only 
have no effect on the other condition but actually be contraindicated. 
The layman is often prone to neglect consulting his physician if he 
experiences symptoms similar to those which troubled him on a pre- 
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vious occasion. It is quite natural for him to go to the pharmacist 
who holds the original prescription and request that it be refilled. It 
is true that many pharmacists have become accustomed to refilling 
prescriptions at the patient’s request unless expressly ordered not to 
do so by the prescribing physician. Such a practice may be regarded 
by some pharmacists as their traditional prerogative. Undoubtedly 
it has resulted from the failure of many physicians to assume their 
full responsibility in writing prescriptions. Nevertheless, the pharma 
cist is not obliged to assume this responsibility which logically and 


rightfully must rest with the physician. 


Physician’s Standpoint 


Why is it that the physician does not always indicate his desire 


with respect to refilling by adding such directions as “nonrefillable,” 


’ “may be refilled at x intervals,” or “may 


“may be refilled x times,’ 
be refilled ad lib.” at the time he writes the original prescription? 
Failure of the physician to indicate whether or not a prescription 
should be refilled may be due to an oversight or inability to reach a 
decision at the moment. The pharmacist who refills such a prescrip- 
tion without obtaining authorization from the physician does so at 
his own peril and cannot be regarded as acting in the best interest 
of the patient. There are a goodly number of physicians who may 
be properly censured for frequently neglecting the opportunity and 
obligation of providing the pharmacist with such directions. A pre- 
scription for a patient who has a chronic disease condition of a rela 
tively benign and static nature often can be written with such instructions 
as will permit at least a certain number of refills. Whenever the 
physician has good reason to believe that a patient can safely and 
efficaciously use a drug over a considerable period of time in accord- 
ance with his original directions, he should make appropriate provision 
for refills at the time he writes the original prescription. In that 
way he can obviate needless trouble or embarrassment, for both the 
patient and pharmacist. 

Frequently, however, it is impossible to determine initially with 
any degree of exactitude how much medication the patient is likely 
to require. In such instances the physician may not wish to commit 
himself at the moment by giving directions to the pharmacist regard- 
ing refills. If he designates the prescription as nonrefillable the patient 


Physicians and Prescriptions Page 133 





may be subjected to an unnecessary hardship in securing a replica of 
the original prescription. Not infrequently the physician can ascer- 
tain by telephone whether or not refilling of the prescription is in 
order and advise the pharmacist accordingly. If the physician gives 
authorization by telephone for the refilling of a prescription, he should 
provide the pharmacist with a written confirmation as soon as possible. 
The pharmacist requires the written directive for his own protection 
in case the medication dispensed on such a refill becomes the alleged 
cause of an injury to the patient. The physician’s obligation and re- 
sponsibility to provide the pharmacist with this necessary protection 
also should not be disregarded in those circumstances when it may 
be necessary to provide an original prescription to the pharmacist 
by telephone. It would also be most desirable for the physician to 
keep carbon copies of all prescriptions which he writes. 


It is hardly necessary to point out that the physician should be 
cognizant of Federal and state laws relating to special requirements 
involving prescriptions for certain drugs such as those which come 
under the Harrison Narcotic Act. Observance of these requirements 
often obviates needless embarrassment or undesirable disturbances of 
the physician-patient-pharmacist relationship. 


There is no question but that medication should be prescribed and 
dispensed with the primary objective of safeguarding the health of 
the patient. The physician has certain clear-cut responsibilities in this 
regard which he cannot ignore or relegate to other individuals. It is 
his duty to insure that the patient will not be harmed by the drug 
which he prescribes. The public interest is best served when the 
physician assumes the complete responsibility for prescribing medica- 
tion and authorizing the refilling of his prescriptions. [The End] 











NEW REGIONAL DIRECTOR—Dr. Arthur B. Price has been 
appointed Regional Director of the Federal Security Agency’s 
Region V to succeed Dr. Seward E. Miller, who is now chief of 
the Division of Industrial Hygiene, Public Health Service. Dr. 
Miller succeeds Dr. James G. Townsend, who is being assigned 
to an important post in the Institute of Inter-American Affairs. 
FSA Release, FSA B50. 
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The Durham-Humphrey Bill 


By JAMES F. HOGE 


A Proposal of Fundamental Impor- 
tance Was Included in This Legislation, 
Which May Be Reintroduced This Year 


the Eighty-first Congress: H. R. 8904 in the House by Mr. 
urham and S. 3852 in the Senate by Mr. Humphrey. Together 
they became known as the Durham-Humphrey Bill. 


(One Bien BILLS were introduced in the second session of 


The bill expired with the close of that Congress and, as of this 
time, has not been reintroduced. Discussion of it, however, is appro- 
priate because it contained a proposal of the most fundamental import- 
ance—one which, it is to be hoped, will not appear if the bill in a 
revised form is reintroduced and which, if it does appear, should 
have the earnest and vigorous consideration of the members of this 
Section. 


Origin of Bill 


The bill had its origin in a situation wherein retail druggists 
perceived a need of clarification either in the law or the administration 
of the law, or both, with respect to the filling and refilling of prescrip- 
tions. They deserve sympathetic understanding of their problem and 
cooperation in the solution of it. 


At a convention of the National Association of Retail Druggists 
in Atlantic City in October, 1948, the Commissioner of Food and Drugs 
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announced that all refills of prescriptions were in violation of the law 
unless specifically permitted by the prescribing physician. In effect, 
he announced that without such specific permission a refill was not a 
prescription at all, but an over-the-counter sale. 

This came with shocking surprise to the retail drug trade and 
represented a newly announced, if not a changed, administrative inter- 
pretation of the prescription exemption law. The statute itself is 
silent. Its provisions are contained in Section 503(b) whereby a drug 
dispensed on a written prescription is exempt from the requirements 
of Section 502(b) and (e) and “(in case such prescription is marked 
by the writer thereof as not refillable or its refilling is prohibited by 
law) of Section 502(d).” 

Section 502(b) provides for labeling as to the name and place 
of business of the manufacturer and statement of the quantity of 
contents. Section 502(e) provides for labeling as to name or the active 
ingredients and Section 502(d), dealing with hypnotics, requires the 
“Warning—May be habit forming.” 

The prescription exemption as thus provided does not include 
Section 502(f), which requires adequate directions for use and warn- 
ings against misuse. Thus that section and the regulations under it 
are introduced into the field of the prescription exemption. That is 
to say, a drug sold on prescription, to be relieved of a statement of 
directions for use, must comply with the regulations under Section 
502(f)(1). They provide that a drug which, because of its toxicity 
or other potentiality for harmful effect or the method of its use or 
the collateral measures necessary for its use, is not generally recognized 
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among experts as safe and efficacious for use except under professional 
supervision, is exempt from the requirement for stating adequate 
directions. The label of such drug must then bear the statement: 

Caution: To be dispensed only by or on the prescription of a physician, dentist 
or veterinarian. 

To meet the situation which was created by the Commissioner's 
Atlantic City announcement, a bill (H. R. 4203) was introduced in 
the first session of the Eighty-first Congress (April 12, 1949) by Mr. 
Durham. It proposed an amendment to Section 503(b), whereby a 
drug dispensed upon prescription should be exempt from all the require- 
ments of Section 502, and whereby an oral as well as a written prescrip- 
tion would be sufficient. This bill met intense opposition from the 
Food and Drug Administration and led to negotiations between the 
Administration and the National Association of Retail Druggists which 
sponsored the bill. 


The result of these negotiations, carried on without the knowledge 
or the participation of the representatives of drug manufacturers or 
of other drug groups, led to the Durham-Humphrey Bill now under 
discussion. This bill provided for oral prescriptions and for refilling, 
and included within the exemption subsections of Section 502, other 
than those contained in the present prescription law, the most sig- 
nificant one being Section 502(f) relating to adequate directions. 
In reality, that part of the bill relates only to drugs which are 
labeled for over-the-counter sale. In other words, on drugs which 
are labeled for interstate shipment, which means they are labeled with 
full directions and in such a manner as to be lawfully sold over the 
counter, the druggist may remove the manufacturer’s label and affix 
his own with only such directions for use as those included in the 
prescription. Therefore, at that point little has been added except 
that oral prescriptions are recognized and refilling expressly permitted. 


Prescription Exemption and Refills 


This part of the bill, therefore, relates, as its purports to do, to 
the prescription exemption and to the problem of refills. There is no 
criticism offered here as to that part of the bill or to any appropriate 
revision of the law which relates to the exemption for prescriptions 
or refills. It should be noted, however, that the necessity for such 
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is seriously disputed by the American Pharmaceutical Association, 
which has a large constituency from all branches of pharmacy. And, 
the Federal Security Administrator has indicated by a proposed regu- 
lation that the problem may be solved administratively. Also, some 
commentators express the view that the regulation of prescriptions 
and their refills more appropriately belongs to the states. 

This bill, however, did not stop with a treatment of that problem. 
Instead, that problem was availed of for the advancement of a plan 
for the regulation of the drug industry to an extent never heretofore 
proposed or contemplated: a plan which not only involved the regu- 
lation of the drug business but a plan destined in time to influence, 
if not regulate, the practice of medicine. 


Power Given to Administrator 


To that part of the bill this paper is directed. That part would 
empower the Federal Security Administrator (acting through the 
Food and Drug Administration) to restrict to prescription sale all 
articles included within the broad definition of the word “drug,” which 
he should find to be “unsafe or ineffective for use without the profes- 
sional diagnosis or supervision of a physician or dentist.” 

The inclusion of the word “ineffective” opens a door to almost 
unlimited control of therapeutics and the sale of drug products. The 
leverage of this control in regulating the composition, labeling, and 
distribution of drug products would be enormous. I do not think 
one could predict the full extent of it as it took form and growth with 
each passing year. 

Surely it would increasingly restrict the right of self-medication 
and the choice of remedies, a right which the committee report on 
the passage of the Federal law stated was not to be restricted but 
made safe. 

In speaking of self-medication, I do not here have reference to 
any special interest, to any particular product or class of products, 
or to any particular manufacturer or group of manufacturers. And 
I make no distinction between over-the-counter articles which are 
advertised directly to the public and those which are not. I have refer- 
ence to all articles of a medicinal or remedial nature which are now 
lawfully available to the people. Now the significant thing about 


Page 138 Food Drug Cosmetic Law Journal—February, 1951 











eT 





Pee 








that is that if self-medication is prevented, or severely restricted, 
something must be put in its place. The people must then have 
medical care to a greater extent and at lower costs than now. Thus a 
power like the one proposed in this bill could become a handmaiden 
of socialized medicine. 


By this power the Administration would divide all drug articles 
into two classes: those to be sold on prescription and those to be 
sold over the counter. It would divide not only such articles as may 
be produced and offered for sale in the future but all such articles as 
are now on the market. 


It may be that the law as presently constituted operates to do 
that. The Administration is so interpreting it. Whether Congress 
so intended it or not is a question lost in the past. My own view is 
that the law with respect to adequate directions draws no distinction 
between articles commonly known as “ethical” items and those com- 
monly known as “over-the-counter” items; that the law is not a 
respecter of persons or products; that it requires adequate directions 
for use on all; that what are “adequate directions” is a question of 
fact to be determined by many circumstances. Some have thought 
that a label bearing directions, “To be used as directed by the phy- 
sician” complied with the requirement for adequate directions. The 
Administration has not accepted that view. 


However, it is one thing for the law to create a classification of 
these products and another thing for the Administrator to do it. The 
first course is true to the law’s life-giving philosophy and invokes 
the power of it. The second is of a foreign strand. It has no kinship 
with the antecedents of the present law except the original so-called 
Tugwell Bill, which was introduced in June, 1933 (S. 1944). 


By this language the Administrator would be given unrestrained 
authority to determine drug products which he considers not only “unsafe” 
but also “ineffective” for use except on prescription sale. J] use the word 
“unrestrained” advisedly. I realize and appreciate the restraints which 
highminded and conscientious administrators impose upon themselves. I 
have high respect and deep appreciation for those restraints wherever they 
appear in the administration of government powers and particularly where 
they have appeared in the administration of this Federal law. But those 
restraints vary in form and degree with the personnel of administra- 
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tion, and power unrestrained tends to grow with time and exercise. 
Proposed legislation must be examined with a view to the presence 
or absence of restraints in the law itself. 


Now someone may answer that the Durham-Humphrey Bill pro- 
vided that the Administrator should exercise this vast power “after 
investigation and opportunity for public hearing.” Provisions of that 
sort, expressed in language of that sort, are snares and delusions. 
When the agency exercising the ultimate power also determines the 
nature and extent of the investigation and of the opportunity for 
public hearing, the provision is more of form than of substance. 


Review of Administrative Acts 


Again someone may suggest that there is an applicable court 
review under the Administrative Procedure Act. Perchance someone 
may say that court review may be written expressly into this provi- 
sion. The court review of the Administrative Procedure Act and the 
usual form of court review which is written into these administrative 
powers is for all practical purposes worthless. 

The findings of the Administrator as to the facts are always bind 
ing upon the courts if they are “supported by substantial evidence.” 
The phrase “substantial evidence” has no well-established meaning. 
It does mean more than a scintilla of evidence. But being practically 
interpreted it means only that the Administrator shall not have acted 
capriciously or wantonly or arbitrarily. It is extremely difficult to 
show that, and experience has abundantly demonstrated that there is 
no practical relief in this form of review. It is “administrative law” 
at its very worst, and the courts sometimes have in effect so said, 
but they have added that when Congress makes such provisions they 
are helpless to do anything about it. 

While this sort of review is provided in the Federal Food, Drug, 
and Cosmetic Act as to some provisions therein, it nowhere appears 
with respect to a power of the nature, scope, and importance involved 
in the provision under discussion. It appears prominently with respect 
to powers which are standard-making in character: those of a quasi- 
legislative nature. The power involved here is judicial in character: 
one whereby individual rights pertaining to individual properties and 
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individual persons would be determined one by one, or even worse, 
perchance, by lot. 


It is thus contrary to the fundamental philosophy of this law, 
the philosophy which shaped itself through the five-year legislative 
fight leading to its passage, which has given strength, vitality, and 
growth to this law since the date of its enactment, the philosophy of 
individual responsibility under a system of law. This law has been 
true to the underlying principle of a free society. It has stated the 
definitions. It has laid out boundaries. It has provided rules and 
standards, and it has commanded all who are subject to it to operate 
according to these definitions and within these boundaries. 


If we are concerned, as we so critically are, with what is going 
on abroad and if we live with a sense of impending conflict between 
two worlds, let us bring that sense close to home. Let us be aware of 
it in everything that we do, and while we fight any foreign encroach- 
ment upon our concept of a society of law, let us see to it that none 
takes place here. We challenge meaningfully an alien system when we 
maintain the integrity of our own. 


The grant of this great power is not necessary to the avowed 
purposes of the bill. Those purposes may be fully met without it. 
And the pattern of the bill may be maintained, if that is desired, by 
amendments, simple in statement but deep in content, applying in 
this connection the same principle which had been applied throughout 
the law: the principle of individual responsibility under stated require- 


ments of the statute. [The End] 








EVAPORATED MILK HEARING—A\ public hearing will be 
held March 5 in the Federal Security Building to take evidence 
on proposals to amend the regulations fixing and establishing 
definitions and standards for evaporated milk. The proposals 
relate to Vitamin D content, and evidence and exhibits will 
be accordingly restricted. Mr. Bernard D. Levinson will pre- 


side. FSA Relcase. 
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How Truthful ShoulfA 





It's Harder to Write a Product Label Than 
a Prescription, Says the Author, Because 
the Physician Need Make No Guarantee 


HIS TITLE is not chosen in jest though the first premise of 

every advertisement writer may be that all advertising should be 

truthful. The well-known criterion of advertising according to the 
judgment of the Federal Food and Drug Administration is the truth, the 
whole truth, and nothing but the truth. However, it may be shown that 
the application of this principle is difficult in practice because all 
advertising is a form of condensed publicity, and it is in the applica- 
tion of the principle above stated that difficulties immediately occur. 
The exact ideal of the Food and Drug Administration is succinctly 
stated in the opinion of the United States Supreme Court in the case 
of United States v. Ninety-Five Barrels (More or Less) Alleged Apple 
Cider Vinegar, 265 U. S. 438, as follows: 

The statute is plain and direct. Its comprehensive terms condemn every 
statement, design, and device which may mislead or deceive. Deception may re- 
sult from the use of statements not technically false or which may be literally 
true. The aim of the statute is to prevent that resulting from indirection and 
ambiguity, as well as from statements which are false. Jt is not difficult to choose 
statements, designs, and devices which will not deceive. Those which are am- 
biguous and liable to mislead should be read favorably to the accomplishment of 
the purpose of the act. The statute applies to food, and the ingredients and sub- 
stances contained therein. It was enacted to enable purchasers to buy food for 
what it really is (pp. 442-443). 


Position of Food and Drug Administration 


The dilemma of the Food and Drug Administration is caused by 
the fact that it is apt to be the whipping boy of the various interests 
concerned; the consumers organizations have one point of view, the 
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By HUGO MOCK, 
Partner, Mock & Blum, New York 


medical profession has another, and a third and adverse view may 
be held by the manufacturer who supplies the consumer. Nothing 
can be said against the view of the medical profession, except that 
it is a counsel of perfection, and the United States middle class, to 
which the majority of citizens belong, do not possess the means or 
facilities to avail themselves of the professional practitioner in every 
case of illness. How much truth must be told and how much must 
be withheld: it is the Food and Drug Administration which has the 
difficult task of reconciling all these points of view. A magazine 
wishing to boost its circulation prints a sensational exposé of the 
prevalence of a certain disease, and adds spice to the article by blaming 
it on “Washington.” 

In some instances, constituents have persuaded their congress- 
men of the efficacy of certain private formulae which they may be 
promoting (a well-known advertised hair tonic is in point) so we 
have Congress reverberating with the wrongs of the thwarted medical 
genius. Blame it on the Food and Drug Administration, they have 
no public relations fund with which to fight back. 


Advertising and Labeling Difficulties 
For instance, quinine can be labeled for malaria, but admittedly 
even as a specific, quinine is only sufficient in about 90 per cent of 
malaria cases. Other specifics may be sufficient only in 50 per cent 
or in 25 per cent of cases. Can the particular type of disease for which 
they are indicated be mentioned on the label ? 
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How difficult it is to formulate a truthful label which will meet 
with the requirements of the Food and Drug Administration may be 
found in a “Notice to Manufacturers of Preparations of Cinchona and 
Cinchona Alkaloids for the Treatment of Malaria,” Commerce Clear- 
ing House, Volume 1, Section 4040.35, page 4258. 


Modern medical science has subdivided such generic terms as 
eczema, athlete’s foot, rheumatism, and so forth, into many sub- 
divisions of specific ailments. The uneasy sufferer is looking for 
relief but how far is the manufacturer of a product, where relief can 
be given sometimes, permitted to advertise his product where it may 
often be true that the medical practitioner may have failed? Skin 
affections offer a puzzling problem with the wide diversity of afflic- 
tions which come under this heading. Every now and then we are 
treated to the spectacle of discoveries being publicized as cures for 
psoriasis followed by disappointment when such successes are not 
uniform. The producer of a product sold to the consumer has a 
more difficult task in labeling his product than the average physician 
in writing a prescription because the physician guarantees nothing. 
It is not a sufficient answer to say that all empirical formulae may be 
used under a physician’s prescription. The battle between socialized 
medicine and “free” medicine according to the American Medical 
Association rests primarily on financial factors, so that to limit success- 
ful formulae merely to physicians’ preparations would similarly cut 
out the majority of over-the-counter preparations. 


If you have a cold, see a doctor. It is wise and correct advice 
but is merely a counsel of perfection: the patient is entitled to cure 
himself if he can. 


Where ailments are limited by the time factor such as seasickness, 
or headaches, or indigestion caused by over-indulgence, the labeling 
of preparations to deal with these ailments presents no particular 
problem and has been dealt with with considerable precision by 
the Food and Drug Administration by limiting such labeling largely 
to the treatment and alleviation of symptoms. Naturally in condi- 
tions due to physical deterioration recognized as incurable, such as 
heart disease, and arteriosclerosis, manifestly the administration of 
such treatment should be made under the sole control of physicians. 


However, in any category where remedies have been tested through 
honest research and where results have been good in a certain percent- 
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age of cases, advertising and labeling difficulties arise. The distinction 
between the alleviation of symptoms and the use of the word remedy 
is a sharp one. Undoubtedly, many formulae provide alleviation 
and cures but in only a certain percentage of cases. To label such 
preparations as indicated only for the alleviation of symptoms is just 
as incorrect as to label them as remedies inasmuch as the percentage 
of failures may be nearly the same in both cases. 


Manifestly, it is a terrific responsibility either to approve or dis- 
approve certain labeling. In the case of hair tonics, for instance, 
where the user is encouraged to believe that baldness may be cured, 
the exaggeration may lead only to financial loss on the part of the 
consumer but otherwise cause little harm. Similarly, exaggeration 
in cosmetic advertising, while it cannot be sanctioned, and while it 
may disappoint the consumer, is not so serious in its after effects. 
But the crucial cases involve drug preparations which are efficient in 
10 or 20 per cent of the cases. How are they to be properly labeled 
to reconcile the interests of the consumer and of the manufacturer? 
Is it sufficient to advertise as “proven valuable in many cases”? 
How shall the language be limited so as not to imply a cure of the 


2 


majority of sufferers: 


Hlow does the advertiser know if his advertisement will reach a 
group that primarily he can help or a group primarily unresponsive 
to the action of his preparation? Conceivably, where doctors have 
failed and where some cures have been made by private research, 
the public is entitled to try the remedy. Furthermore, there is the 
ever-present possibility of reinfection which also must be taken into 


account. 


A manufacturer is hardly expected to take a defeatist’s attitude 
towards his own preparations to say “gives relief in some cases,” 
which is scarcely calculated to encourage the public to try the remedy. 
Of further note it is notorious that the principal weapons of the drug 
faker in the past have been the mistaken but genuine testimonials 
from members of the public giving particular preparations more credit 
than they were entitled to. Certainly, as long as the cost of adequate 
medical services is beyond the reach of a large percentage of the 
public, the problem still remains of how much latitude shall be given 
the manufacturer of over-the-counter preparations in his publicity 
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with due regard to the interest of the public. Is it possible to formu- 
late a rule which would be fair to the diverse interests represented? 


Formulating Rules 

Where the drug is entirely efficacious or has no efficacy at all, 
the Food and Drug Administration has satisfactorily dealt with both 
extremes. General rules will not apply but will have to be adapted 
to the circumstances of each preparation. The following considera- 
tions might be of some assistance: 

1. There should be no divergence between advertising and label- 
ing. The consumer should not be encouraged to try preparations, 
the labeling of which does not support the advertising. The distinc- 
tion of long standing between labeling and advertising is purely a 
statutory one, like the statute of limitations or the statute of frauds 
and has no warrant in morals or in equity. Fortunately, the age-long 
dichotomy between standards of labeling and standards of advertising 
with the continued support of the Federal courts in favor of one 
standard is rapidly drawing to a close. 

2. Where possible, to limit the uses of the preparations to particu- 
lar conditions where it has proven helpful. 

3. A certain amount of latitude should be allowed in advertising 
and labeling in cases where the average medical practitioner has failed. 

In exceptional cases the use of genuine testimonials might be 
allowed where they have been carefully checked by disinterested and 
competent physicians. 

4. Where the percentage of failures is large, such information 
should be furnished the consumer. 

More truth in advertising would benefit the public and the manu- 
facturer and would lighten the task of the Food and Drug Administra- 
tion, Due to the operation of the present Food, Drug, and Cosmetic 
Act, the consumer is beginning to believe current advertising in these 
fields. The advertising profession has also a huge responsibility. If 
it will stop some of its drum beating and come down to the ethical 
standards approved of in general human intercourse, then advertising 
will come to be believed, and the task of the Food and Drug Adminis- 
tration will be much easier. [The End] 
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REPORTS TO THE READER—Continued from page 86 


of Brooklyn, by Stipulation 8080. This 
stipulation was approved by the Com- 
mission in accordance with its policy of 
encouraging the observance of law 
through cooperation in cases where there 
has been no intent to defraud or mislead. 
Rodenticide.—Cla ms by the American 
Chemical Company of Birmingham, 
Alabama, that their Hot Foot Mouse 
and Rat Killer will kill rodents instant- 
ly; that rodents killed will “dry up” and 
not putrefy; that they will not give off 
usual odors incident to putrefaction; and 
that the product is nonpoisonous, will 
cease according to Stipulation 8069. A 
claim that the preparation “will prevent 
tvphus fever by destroying all rats and 
mice around your home” will also cease, 
though one declaring it will “help” pre- 
vent it is permissible. The company 
also has agreed to cease representing 
that facsimile labels used in advertising 
are exact copies of the label affixed to 
the product when such is not the fact. 
Cough Drops and Book Matches.- 
Use of the American National Red 
Cross name and emblem on Red Cross 


Cough Drops manufactured by Candy 
Brothers Manufacturing Company, Inc., 
is regulated under Stipulation 4889. The 
stipulation requires that advertisements 
of the cough drops, which display a red 
Greek cross and the words “Red Cross,” 
carry in equal conspicuousness the 
statement that “This product has no 
connection whatever with the American 
National Red Cross.” The Universal 
Match Corporation, controlled by Candy 
Brothers through stock ownership, put- 
ting out book matches which carry adver- 
tisements of the cough drops, is required 
to abide by this regulation as are all 
published advertisements and _ radio 
commercials. Further provision has been 
made that the dissemination of adver- 
tisements of the product shall be “subject 
to the permissible limits prescribed by 
the Act of Congress of January 5, 1905, 
as amended by the Act of Congress of 
June 23, 1910, both relating to the Ameri- 
can National Red Cross,” and that the 
Commission reserves the right to issue 
another complaint should the respondents 


resume the prohibited practices 
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In the Department of Agriculture 


Plan Expansion in Supply of Frozen 
Fruit Juices—The development of ad- 
ditional frozen concentrated juices and 
dehydro-frozen foods that might prove 
useful to the military services was the 
top recommendation of the Cold Storage 
Advisory Committee which met in 
Washington, D. C., January 30, 31, and 
February 1. As emergency situations 
may at times prevent holding commod- 
ities under optimum storage conditions, 
high priority was given to studies of the 
effects of fluctuating temperatures upon 
frozen and refrigerated farm products. 


Reports to the Reader 


Castor Oil Program Announced.—A 
program for the domestic production and 
procurement of 195l-crop castor beans on 
90,000 to 100,000 acres, to assure in- 
creased supplies of this vital defense 
commodity, was authorized February 
5 by Secretary of Agriculture Charles 
F. Brannan at the request of the Muni- 
tions Board. The program, carried out 
by the Commodity Credit Corporation, 
will be made available to farmers who 
enter into contracts either with CCC 
or with private companies under con- 
tract with CCC, in areas within the 
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states of Oklahoma, Texas, California 
and Arizona, for which adapted seed 
is available. The price to be paid these 
farmers for castor beans will be the 
higher of about ten cents per pound, 
hulled basis, or the market price at the 
time of delivery. It is expected that 
the total acreage will produce approxi- 
mately 78,000,000 pounds of castor beans 
in 1951 (for the processing of about 
34,000,000 pounds of oil), plus an ade- 
quate supply of seed for planting in 1952. 


Proposed Standards Issued for 
Grades of Cream Used in Butter Man- 
ufacture—The Department has issued 
proposed standards for grades of cream 
for use in the manufacture of butter. 
The standards are intended to encourage 
quality improvement, and provide for 
four grades of cream: U. S. Sweet, 
U. S. No. 1, U. S. No. 2 and U. S. No. 
3. The basis on which the grades will 
be determined, according to the pro- 
posals, will involve flavor and odor, 
titratable acidity, physical properties and 
sediment content. The characteristics 
are generally recognized in the industry 
as principal factors in determining the 
quality of the cream that goes into the 
making of butter. 


Primary Sugar Distribution. — The 
Department has announced that distri- 
bution of sugar by primary distributors 
in continental United States for civilian 
and military use during the week end- 
ing January 27, 1951, totaled 151,274 short 
tons, raw value, compared with 120,832 
tons during the same week last year. 


Department Proposes Revision of 
Veal and Calf Grades.—The Depart- 
ment is proposing to revise both carcass 
and slaughter grades for veal and calves 
in line with recent changes in cattle 
and beef grades. Comments on the pro- 
posed revision will be received until 
March 2, 1951. 


Proposed Lifting Ban on Banana 
Plants.—Lifting of the quarantines that 
since 1918 have prohibited both the 
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importation into the United States oi 
foreign banana plants or plant parts 
other than fruits, and the domestic move- 
ment of such material from Hawaii and 
Puerto Rico was proposed in a notice 
issued by the Secretary of Agriculture. 
Were the foreign banana plant quarantine 
to be lifted, the entry of banana plant- 
ing stock would be subject to the pro- 
tective provisions of the quarantine 
regulating the importation of nursery 
stock, plants and seeds. Requirements 
of this latter quarantine are believed 
adequate to protect the entire United 
States against further entrance of the 
banana root borer. 


This borer already occurs in Puerto 
Rico and the United States mainland. 
Domestic movement of banana planting 
stocks has been prohibited from Hawaii 
because of the existence there of the 
New Guinea sugarcane weevil. The 
paralleling Puerto Rican regulations are 
based on the occurrence there of the 
West Indian cane weevil. Neither of 
these insects is now regarded as an 
important pest in banana production. 


Standards for Determining Scorched 
Particles in Dry Milks.—The Depart- 
ment has issued standards for use in 
determining the amount of scorched 
particles in dry milks. The standards 
consist of four discs, each bearing a 
specified amount of scorched particles 
to represent the amount which would 
be filtered from a stated quantity of 
reconstructed dry milk. The respective 
amounts of scorched particles repre- 
sented on the discs are 7.5 mg., 15.0 
mg., 22.5 mg. and 32.5 mg. Department 
officials explained that the need for the 
standards came about as the result of 
two developments: (1) the develop- 
ment by the Department of an accurate 
filtration method for roller process non- 
fat dry milk solids, and (2) the deter- 
mination that the material previously 
referred to as “sediment” in _ recon- 
structed dry milks is largely scorched 
protein material. 
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Report of House Select Committee 
To Investigate the Use of - 


Chemicals in Foods 


Mr. Delaney, from the House of Rep- 
resentatives Select Committee To In- 
vestigate the Use of Chemicals in Food 
Products, submitted the following re- 
port, pursuant to H. R. Res. 323, 
Eighty-first Congress, First Session. 


I. Introduction 


House Resolution 323 (Eighty-first 
Congress, First Session) authorized and 
directed your select committee to con- 
duct a full and complete investigation of— 


1. The nature, extent, and effect of 
the use of chemicals, compounds, and 
synthetics in the production, processing, 
preparation, and packaging of food 
products to determine the effect of the 
use of such chemicals, compounds, and 
synthetics (4) upon the health and wel- 
fare of the Nation and (B) upon the 
stability and well-being of our agricul- 
tural economy; 

2. The nature, extent, and effect of 
the use of pesticides and insecticides 
with respect to food and food products, 
particularly the effect of such use of 
pesticides and insecticides upon the 
health and welfare of the consumer by 
reason of toxic residues remaining on 
such food and food products as a re- 
sult of such use; and 

3. The nature, effect, and extent of 
the use of chemicals, compounds, and 
synthetics in the manufacture of fer- 
tilizer, particularly the effect of such 
use of chemicals, compounds, and syn- 
thetics upon (A) the condition of the 
soil as a result of the use of such fer- 
tilizer, (B) the quantity and quality of 
the vegetation growing from such soil, 
(C) the health of animals consuming 
such vegetation, (D) the quantity and 
quality of food produced from such 
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soil, and (£) the public health and wel- 
fare generally. 

The Select Committee To Investigate 
the Use of Chemicals in Food Products 
was created under the provisions of 
House Resolution 323 (Eighty-first Con- 
gress, First Session), agreed to June 20, 
1950. The committee itself was ap- 
pointed by the Speaker of the House on 
July 20, 1950. On August 21, 1950, 
House Resolution 739, which appro- 
priated the necessary funds for the com- 
mittee, was agreed to. Pursuant to the 
instructions contained in House Resolu- 
tion 323, public hearings were held 
during the months of September, No- 
vember, and December, 1950. The com- 
mittee devoted 20 days to public hear- 
ings in which 74 witnesses were heard, 
including a number of prominent scien- 
tists as well as representatives of the 
American Medical Association, the Am- 
erican Public Health Association, the 
United States Public Health Service, 
the Food and Drug Administration, the 
National Canners Association, the Na- 
tional Agricultural Chemicals Associa- 
tion, the National Fertilizer Association, 
the Grocery Manufacturers of America 
the General Federation of Women's 
Clubs, and the Cooperative League of 
the United States of America. Various 
other witnesses, representing the chem- 
ical industry, the food industry, and 
the consumer, as well as chemical and 
pesticide manufacturers,and distribu- 
tors, and food manufacturers, proces- 
sors, and distributors, were heard. 

In view of the broad scope of the 
investigation undertaken, and the lim- 
ited time in which the select committee 
has had to hold hearings, the commit- 
tee at this time can only offer tentative 
conclusions and an interim’ report. 
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Further study and investigation are re- 
quired before any final conclusion can 
be reached. Thus, limitations of time 
did not permit the receipt of testimony 
from the various bureaus of the De- 
partment of Agriculture which are in- 
timately concerned with the committee’s 
investigation. It is necessary that such 
evidence be obtained. 


II. Nature and Scope of the Problem 


The number of chemicals entering the 
food supply of the nation has increased 
tremendously in the last decade. ‘The 
rapidity with which substances hereto- 
fore foreign to the body are being in- 
troduced in the production, processing, 
storage, packaging, and distribution of 
food is alarming. Eminent pharma- 
cologists, toxicologists, physiologists, 
and nutritionists expressed the fear that 
many of the chemicals being added to 
food today have not been tested suffi- 
ciently to establish their nontoxicity 
and suitability for use in food. These 
scientists are not so much concerned 
with the acutely toxic compounds whose 
harmfulness can readily be detected as 
they are with the small and insidious 
toxic effects of substances which may 
produce harmful effects only after be- 
ing fed for months or years. 

Chemicals used in food which present 
a potential public-health problem can be 
classified as follows: 

1. Pesticides, including insecticides, 
fungicides, acaricides, herbicides, and 
plant-growth regulators. 

2. Chemicals used as preservatives, 
antioxidants, mold inhibitors, emulsify- 
ing and other agents added to food 
during processing or storage. 

3. Chemicals used to wash utensils in 
food production, processing, and wrap- 
ping. 

4. Wax coatings, resins, plasticizers, 
and other ingredients of food-packaging 
materials. 

A witness for the Food and Drug 
Administration testified that over 800 
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chemicals are used, have been used, or 
have been suggested for use in foods. 
Of this total, it has been estimated 
that 704 are in use today, and that of the 
704 chemicals only 428 are definitely 
known to be safe as used. Thus, there 
are approximately 276 chemicals being 
used in food today, the safety of which 
has not been established to the satis- 
faction of the Food and Drug Admin- 
istration and many other groups con- 
cerned with the health and safety of the 
public. 

In addition to the public hazard re- 
sulting from the use of toxic chemicals 
in foods, there are indications that some 
chemicals are being used in food which 
may impair the nutritive properties of 
the food or are added to foods as sub- 
stitutes for nutritious ingredients. The 
select committee has only had time to 
investigate one aspect of the latter prob- 
lem, the use of chemical emulsifiers to 
replace natural fats in food items. This 
will be discussed in another section of 
the report. 


III. Hazards to the Public Health 
Resulting from the Use of Pesticides 
on Food Crops 


It is generally recognized that most 
food crops cannot be brought to ma- 
turity without the use of pesticides. It 
is also recognized that many of the 
chemicals used as pesticides are very 
toxic, and that great care must be ex- 
ercised to prevent harmful residues 
from remaining on foods when they are 
marketed. With the advent of the 
newer organic pesticides following World 
War II, the use of chemicals having 
pesticidal action increased markedly 
This expansion in use has created ad- 
ditional hazards. On January 28, 1950, 
the Council on Foods and Nutrition of 
the American Medical Association is- 
sued a statement which appeared in the 
Journal of the American Medical Associa- 
tion. The statement declared in part: 

“The introduction of new synthetic 
pesticides offers promise for increasing 
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the nation’s food supply and improving 
health through the control of insects 
and other pests. Past experience, how- 
ever, indicates that poisons cannot be 
used safely on food crops without the 
development of certain fundamental 
knowledge concerning the poison. What 
these materials will do to pests and 
food crops and to workers who handle 
them must be known and there must 
be developed also a knowledge of what 
these materials will do to warm-blooded 
animals and man when small amounts 
of residue are incorporated in their 
foods. Furthermore, practical methods 
of analysis should be available to per- 
mit identification and measurement ot 
residues that may persist on or in con- 
sumer products. Such essential informa 
tion ts undeveloped for many of the 
agricultural poisons now in use.” [Italics 
supplied. ] 

DDT, the first of the chlorinated hy- 
drocarbon insecticides, became avail- 
able in quantity in the United States 
during World War II. Shortly after 
World War II, growers began to use 
DDT on a variety of crops, and today it 
is in widespread use. Early in its 
studies on this material, the Food and 
Drug Administration found that DDT 
is absorbed and stored by the body in 
the fatty tissues, and that, if an animal 
is exposed to it for any length of time, 
it may accumulate there to a degree 
which will injure the animal. Toxicity 
tests showed that a level of five parts 
per million in the diet of rats produced 
slight but definite liver injury. Later it 
was shown that cows sprayed with 
DDT, or fed silage sprayed with it, or 
even housed in a barn in which it was 
sprayed, would accumulate DDT in the 
fat and eventually secrete it in the milk. 
In a carefully controlled experiment, a 
dairy barn was sprayed in the same 
manner as would ordinarily be done by 
a dairy farmer. Nothing was sprayed 
on the cattle. Within 24 hours DDT 
showed up in the milk of the cows, 
reaching a maximum of two parts per 
million in about 48 hours. 

Chlordane is another of the chlori- 
nated hydrocarbon insecticides which 
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have been recommended and used in the 
household and on a large variety of 
fruit and vegetable crops. It was first 
made available for commercial usage in 
1947, and in the first nine months of that 
vear over a million pounds were sold. 
Since then its use has become more 
widespread. The Director of the Div- 
ision of Pharmacology of the Food and 
Drug Administration testified that chlor- 
dane is four to five times more poison- 
ous than DDT and that he would hestitate 
to eat food that had any chlordane res- 
idue on it whatsoever. As little as two 
and one-half parts per million in the 
diet produces liver-cell alteration in the 
rat. 

Selenium is an elemental metal which 
in the form of selenium compounds is 
used as an insecticide. Animal experi 
mentation has shown that three parts 
per million in the diet, as selenium, will 
produce cirrhosis of the liver and that, 
if feeding is continued, the animals may 
develop cancer of the liver. The residue 
remaining on fruits or vegetables sprayed 
with selenium compounds is rather high. 
For example, on an unwashed apple it may 
be as much as one part per million, and 
since it can penetrate the skin of the 
apple it may accumulate in the apple 
in amounts up to three parts per million 
Che hazard is increased by the fact that 
selenium builds up in the soil and can 
migrate from the soil into the growing 
plant and eventually appear in the fruit 
or vegetable 

Phenyl mercury compounds are used 
quite extensively on fruit and vegetable 
crops as fungicides. Investigation of 
these compounds shows that they ac 
cumulate in the kidney and are very 
poisonous. As little as 0:5 part per mil- 
lion of mercury in the form of phenyl- 
mercuric acetate leads to measurable 
storage in the kidney with resulting 
damage to the kidney. The point at 
which the level of mercury stored in the 
human kidney will cause injury is not 
known. 
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The above illustrations present some 
notable examples of health hazards 
which may arise from the use of pes- 
ticides in or on foods. In addition to 
the chemicals already mentioned, evi- 
dence taken at the recent spray residue 
tolerance hearings conducted by the 
Food and Drug Administration indi- 
cates that there are other pesticides be- 
ing used or proposed for use whose 
safety has not been established. In 
some cases toxicological and pharma- 
cological studies have not been sufficient 
to establish their safety as recom- 
mended for use. In other instances no 
reliable practical methods of analysis 
for the chemical or its breakdown prod- 
ucts are available to determine the 
amount of harmful residue which may 
remain on the food, and there was evi- 
dence that such information was essen- 
tial for the protection of both the public 
and the food processor and canner. Un- 
doubtedly more effective control over 
pesticidal residues on fresh fruits and 
vegetables will result from the hearings 
which were held by the Food and Drug 
Administration, but the authority to set 
tolerances under existing law cannot 
prevent the use of a chemical before a 
tolerance has been set and the safety 
ot the chemical determined. It is be- 
lieved that further testimony should be 
taken to determine whether, and in 
what respects, existing law with regard 
to insecticidal spray residues may be 
insufficient for the protection of the 
public health. 


IV. Public-Health Problems Arising 
From the Use of Chemicals in the 
Processing, Preservation, and 
Production of Foods 


There is nothing objectionable per se 
in the introduction of chemicals in the 
processing, preservation, and production 
of foods. Indeed, their use has been of 
benefit to the consumer, as for example, 
in the addition of iodine compounds to 
salt in areas where there is an iodine 
deficiency in the diet. However, as in 
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the case of pesticides, chemicals have 
been used in food processing which have 
proven harmful or which were utilized 
before their harmlessness had been es- 


tablished. A few of these will be dis- 
cussed. 

Nitrogen trichloride, commonly re- 
ferred to as Agene, was used for ap- 
proximately 30 years in the flour-milling 
industry. It was used primarily for the 
purpose of artificially aging certain types 
of flour. At the time nitrogen tri- 
chloride was introduced, there was no 
evidence that it was a poisonous or 
deleterious substance. In 1946, an Eng- 
lish investigator, Sir Edward Mellanby, 
discovered that dogs fed bread baked 
from flour containing nitrogen trichlor- 
ide developed canine hysteria, com- 
monly referred to as running fits. 
Experiments by qualified investigators 
in this country confirmed Dr. 
Mellanby’s results on dogs as well as 
some other animals, but they were not 
able to establish any definite injury to 
humans. The baking industry and the 
manufacturer of Agene agreed that it 
should not be used in flour, whereupon 
a hearing was held by the Food and 
Drug Administration and the Definition 
and Standard of Identity for Wheat 
Flour and Related Products was amended 
to prohibit the use of the material. 


soon 


In 1946, a chemical known as thiou- 
rea was proposed for use on citrus fruit 
to prevent a certain type of mold. Be- 
fore it was so used the persons propos- 
ing its use consulted with the Food and 
Drug Administration. Experiments were 
started which, when concluded, showed 
that thiourea, in addition to being very 
poisonous, penetrates the skin of citrus 
fruits and gets into the juice. As a 
result of these investigations thiourea 
was never used on citrus fruits, but 
several shipments of frozen peaches 
containing thiourea were seized and 
destroyed. Under the present provis- 
ions of the Federal Food, Drug, and 
Cosmetic Act a person wishing to use a 
chemical in food is not required to con- 
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sult with the Food and Drug Adminis- 
tration. Less cautious users of thiourea 
might have proceeded to use it without 
consulting the Administration and with- 
out determining the toxic properties of 
the substance, as in the case of the man- 
ufacturer of the frozen peaches. Were 
it not for the fact that all of the con- 
taminated peaches were seized before 
they reached the consumer, a serious 
poisoning episode might have oceurred. 


Para-phenetyl urea is a_ synthetic 
sweetening agent which was used for 
over 50 years as a sugar substitute for 
diabetics and others. Until the Food 
and Drug Administration undertook a 
chronic toxicity study of this substance 
2% years ago, no investigation of its 
possible toxic effects when ingested in 
small amounts over a long period of 
time had been made. Results of the 
experiment showed that para-phenetyl 
urea Was poisonous. One firm contin- 
ued to use it in its food products even 
after being repeatedly warned of its 
toxicity. At that time action could not 
be taken against the firm because the 
toxicity studies had not been completed. 

A salt substitute containing lithium 
chloride was marketed about two years 
ago for persons on a low-salt diet. 
Subsequently, it was discovered that 
after an individual has been on a salt- 
free diet for some time, so that the 
sodium chloride content of the body has 
been reduced, lithium chloride is ex- 
tremely poisonous. Action was taken 
immediately and lithium chloride was 
removed from the market, but several 
deaths had occurred. 

Mineral oil, although it has no food 
value, was long regarded as harmless. 
It had been used in a variety of special 
dietary foods, particularly salad dress- 
ing, as a substitute for food oils. Be- 
tween 1941 and 1945 evidence became 
available which showed that mineral 
oil when taken with foods interfered 
with the absorption of various vitamins, 
and it was also found that infants to 
whom it was administered sometimes 
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developed lipoid pneumonia. As a re- 
sult of this evidence mineral oil is no 
longer permitted as a food ingredient. 


During the past 12 years, a number of 
substances referred to as emulsifiers or 
surface-active agents have been used in 
a wide range of foods. The emulsifiers 
fall into four main categories: (1) 
mono- and diglycerides of fat-forming 
fatty acids, which are formed by react- 
ing glycerine with fat; (2) a class of 
compounds produced by reacting sor- 
bitol, a sugar alcohol, with a fatty acid; 
(3) a class of compounds produced by 
reacting a sorbitan ester of a fatty acid 
with polymerized ethylene oxide; and 
(4) polyoxyethylene monostearate, which 
is prepared by reacting polymerized 
ethylene oxide directly with a fatty acid 
or by first reacting ethylene oxide with 
water to form a glycol and then reacting 
the polymerized glycol with a fatty acid. 
By varying the fatty acid and by vary- 
ing the length of the polymerized ethy- 
lene oxide chain a great many com- 
pounds may be made in each class. 

In 1937, it was found that when small 
amounts of mono- and diglycerides are 
mixed with shortening and the shorten- 
ing incorporated in baked goods, their 
use resulted in what has been described 
as “more tender” bread, buns, cake, and 
other sweet goods. Thereafter, short- 
enings containing varying amounts of 
mono- and diglycerides were marketed. 
Subsequently, it was found that, by in- 
creasing the ratio of mono- and digly- 
cerides in shortening, a very soft loaf 
of bread could be produced. In 1947, 
when the polyoxyethylene monostearate 
type of bread softener appeared on the 
market, superglycerinated shortening 
and polyoxyethylene monostearate be- 
came competitive products in the bak- 
ing industry. Thus the name “bread 
softener” has come to mean prepara- 
tions containing either mono- and digly- 
cerides or polyoxyethylene monostearate. 
In addition to their use in shortening, 
mono- and diglycerides are used as 
emulsifiers in. prepared cake mixes and 
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in the ice-cream industry, where they 
compete with the polyoxyethylene 
monostearate type of emulsifier. 

Mono- and diglycerides are said to 
occur in small quantities in some na- 
tural fats and are present in small 
amounts in the animal intestine during 
the digestive process, but heretofore 
they have not been ingested in amounts 
comparable to the amounts being added 
to some shortening. No evidence was 
presented that mono- and diglycerides 
are or are not harmful when ingested 
in large quantities. 

The principal food uses of the types 
of emulsifiers referred to above as classes 
(2) and (3) are in prepared cake mixes, 
in baked goods, and in ice cream. They 
are also utilized to some extent as dis- 
persing agents in flavors, essential oils, 
and polyvitamin solutions. The fourth 
main of emulsifier, polyoxyethy- 
lene monostearate, is used primarily in 


class 


the bread industry as a bread softenet 
Before these three types of emulsifiers 
were sold for food use they were sub- 
jected to limited toxicological tests, but 
in many cases they were marketed be 
fore chronic feeding experiments had 
been completed. At the 
bread, rolls, and buns held by the Food 
and Drug Administration, a_ certain 
number of these classes of emulsifiers 


hearings on 


was proposed for use in bread and the 
results of a large number of experi- 
ments with were pre- 
sented. A large part of the hearings 
was devoted to the presentation and 
interpretation of this data. When the 
hearings were completed, the Admin- 
istrator of the Federal Security Agency 


these classes 


issued a tentative notice of proposed 
rule making which contained a finding 
of fact stating that the evidence did not 
permit a conclusion that bread contain- 
ing any of*these three classes of com- 
pounds was safe for continuous use 
over the human life span. Results of 
experiments completed after the bread 
hearings ended which were presented 
to the select committee tend to buttress 
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the finding made in the bread hearings. 
There is a controversy among reputable 


scientists as to whether these com- 
pounds are safe for use in foods, Never- 
theless, they are presently being used to 
a considerable extent. 

The new and widespread 
hormones in poultry and livestock should 
be investigated further to determine 
their effects on the public health. 


uses of 


V. The Use of Chemical Emulsifiers 
To Replace Natural Fats in 
Baked Goods 


When the polyoxyethylene monost: 
arate type emulsifiers first mat 
keted in 1947, the price of shortening 
was high. Some of the persons pro 
moting its told bakers that they 
could cut down on the amount of shor 


were 


sale 


ening they were using in their bread, 


without changing the properties of thi 


I 


bread, through the use of these emulsi 


hers. Thirteen bakers at tl bread 
hearings testified that salesmen tor a 
few of the companies selling bread 


softeners had informed them that they 


could reduce the amount of shortening 
in their bread by using polyoxyethy 
lene monostearate. Most of these bak 


ers reduced their shortening about 50 


per cent when they started use this 
surface-active agent. 
The Director of the Fats and Oils 


Branch of the Production and Market- 
ing Administration of the United States 
Department of Agriculture testified be- 
fore this committee that the prewar 
average use of fat per pound of flour 
in the baking industry was about four 
per cent for bread and rolls; and that 
following the war and the introduction 
of emulsifiers, the evidence indicates 
that this 
one and one-half to two per cent. 


reduced to 
Tak- 
ing the two per cent figure, this would 


percentage was 


amount to a reduction in the use of 
fat by the baking industry of about 
160,000,000 pounds annually. How- 


ever, a spokesman for the baking in- 
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dustry stated that it was his opinion 
that the average use of shortening in 
bread by bakers is in excess of three 
per cent. 

In a report of the Committee on 
Agriculture and Forestry of the United 
States Senate (Eighty-first Congress, 
Second Session) dealing with the utili- 
zation of and effect of 
bread softeners on the use of fats and 


fats oils, the 
oils in food products is discussed. The 
committee concluded that there 1s some 
justification for the complaint that the 
baking industry is using less lard and 
shortening than formerly, and that the 
bread softeners can be used to decrease 
shortening in bread. 

that further testimony 
and should be secured to deter- 
mine the extent of the reduction in the 
use of shortening and other nutritious 
ingredients in bakery and other food 
products and to what degree this has 
been caused by the use of softeners. 


the amount of 
It is believed 


data 


VI. Chemical Fertilizers and the 
Public Health 


Commercial fertilizers have been used 
in the United States for about 100 years. 
The basic constituents of ordinary chemi- 
cal fertilizers are phosphate, nitrate, and 
potash. The United States 
about half of the world’s known reserves 
of phosphate, large deposits of potash 
salts, and almost limitless reserves of 
energy for fixing atmospheric nitrogen. 
Thus the United States is self-sufficient 
in the basic materials used in commer- 
cial fertilizers and will be for centuries 
to come. 


possesses 


Some of the nation’s most eminent 
soil and plant scientists appeared be- 
fore the committee and testified that 
the use of chemical fertilizers in accord- 
ance with good agricultural practices 
does not injure the soil, increases the 
yield of food and forage crops, does 
not produce crops that are less nutri- 
tious or less resistant to disease than crops 
from soil with organic fertilizers, and is 
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not responsible for any of man’s ill- 
No reliable evidence was pre- 
sented that the use of chemical fertilizers 
has had a harmful or deleterious effect 
on the health of man or animal. In 
recent years a group of people com- 
monly referred to as “organic garden- 


nesses. 


ers” 
among other things, that food produced 
treated with chemicals is in- 
ferior in quality and that its consumption 
leads directly to many present-day ill- 
The “organic 
that the use of chemical fertilizers b« 
stopped and that only ground 
and compost made from certain organic 


or “organic farmers” has claimed, 


on soil 


nesses. school” proposes 


rocks 


waste materials be used for fertilizing 
crops. The supply of organic matter 


which could be utilized for fertilization 


purposes, however, apparently would 
furnish only a small fraction of the 
need for tertilizers now being met by 


the use of commercial fertilizers. One 
of the leaders of the organic school 
testified that, in his opinion, crops 


grown with chemical fertilizers are less 
resistant to insect and disease depriva- 
tion, and that crops grown with chemi- 
cal fertilizers may be responsible for 
many present-day diseases of mankind. 


VII. Inadequacy of Present 
Legislation 


With few exceptions, the witnesses 
who appeared before the select com- 
mittee testified that they did not think 
that existing legislation with respect to 
the use of chemicals and synthetics in 
the production and processing of food 
products is adequate to protect the 
health of the consuming public. It was 
the consensus that a section generally 
similar to the New Drug Section of 
the Federal Food, Drug, and Cosmetic 
Act be added to the statute which 
would require proof of safety before a 
new chemical or synthetic is permitted 
to be used in or on food products. Sev- 
eral witnesses suggested that an ad- 
visory board similar to the national 
advisory councils of the Public Health 


uw 
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Service be appointed to assist the Food 
and Drug Administration in determining 
the safety of a chemical proposed for 
use in or on food. 

The Commissioner of Food and Drugs, 
in recommending new legislation, took 
the following position: 

“IT firmly believe, gentlemen, that the 
public interest and the interest of honest 
manufacturers require that an amend- 
ment to the food chapter of the law, 
quite comparable to the New Drug 
Section, be passed by the Congress. 

“I feel that no new chemical or no 
chemical that is subject to any question 
as to safety should be employed until 
its possible injurious effect, both on an 
acute and on a long-time basis, has 
been shown to be nonexistent. In other 
words, any chemical that is proposed 
for use ought to be proved in advance 
of distribution in a food product to be 
utterly and completely without the pos- 
sibility of human injury.” 

The New Drug Section was enacted 
as a result of the elixir of sulfanilamide 
tragedy which occurred in 1938. One 
manufacturer who wished to distribute 
sulfanilamide in liquid form added die- 
thylene glycol to the drug as a solvent. 
Diethylene glycol is the main ingredient 
in a permanent-type antifreeze for auto- 
mobiles and is a deadly poison. Without 
testing the possible toxicity of the mix- 
ture, 240 gallons of the product were 
put on the market. Its use resulted in 
more than 100 deaths. 

This section prohibits the distribu- 
tion of a new drug in interstate com- 
merce unless the Federal Security 
Administrator is satisfied, on the basis 
of evidence submitted by the party 
sponsoring the use of the new drug 
and other evidence, that it is safe for 
use as recommended in its labeling. 
This provision of the Act has worked 
very well. Approximately 7,500 new 
drug applications have been filed since 
1938, of which about 5,000 were ap- 
proved. The majority of the remaining 
2,500 applications were voluntarily with- 
drawn by the manufacturer after the 
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Food and Drug Administration had 
determined that evidence of safety was 
insufficient. Only a few applications 
were formally rejected and only one 
rejection resulted in court action. The 
drug industry has welcomed this pro- 
vision of the law. 

At present, there are no provisions 
in the food chapter of the Federal Food, 
Drug, and Cosmetic Act Comparable to 
the New Drug Section. Section 402 (a) 
(1) of the Act declares a food to be 
adulterated if it bears or contains any 
poisonous or deleterious substance which 
may render it injurious to health. This 
provision throws on the government 
the burden of proving that a chemical 
added to food is harmful. Evidence so 
far presented indicates that with exist- 
ing legislation this burden cannot al- 
ways be met before injury occurs to 
consumers. 

Section 402 (a) (2) of the Act states 
that a food shall be adulterated if it 
bears or contains any added poisonous 
or deleterious substance which is un- 
safe within the meaning of Section 406. 
Section 406 declares: 

“Any poisonous or deleterious sub- 
stance added to any food, except where 
such substance is required in the pro- 
duction thereof or cannot be avoided 
by good manufacturing practice shall 
be deemed to be unsafe for purposes 
of the application of clause (2) of Sec- 
tion 402 (a); but when such substance 
is so required or cannot so be avoided, 
the Administrator shall promulgate 
regulations limiting the quantity therein 
or thereon to such extent as he finds 
necessary for the protection of public 
health, and any quantity exceeding the 
limits so fixed shall also be deemed to 
be unsafe for purposes of the applica- 
tion of clause (2) of Section 402 (a).” 

The primary purpose of this section 
was to provide a means by which toler- 
ances could be placed on needed pesti- 
cides so as to protect the public health. 
As indicated earlier in this report, the 
Food and Drug Administration has 
recently completed hearings to set tol- 
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erances on a large number of pesticides, 
and regulations are now being formu- 
lated. But the setting of tolerances 
does not give the Food and Drug 
Administration any advance control 
over the use of pesticides. Until a toler- 
ance is established, a pesticide may be 
used without proof of its safety being 
determined. 

The Federal Insecticide, Fungicide, 
and Rodenticide Act prohibits the adul- 
teration and misbranding of pesticides 
sold in interstate commerce and requires 
that a manufacturer of an economic poi- 
son register it with the Secretary of 
Agriculture before selling it in inter- 
state commerce. When registering a 
pesticide the manufacturer is required 
to submit a complete copy of the label- 
ing accompanying the economic poison 
and a statement of all claims to be 
made for it, including the directions for 
use. If requested by the Secretary, the 
registrant must supply a full description 
of the tests made and the results on which 
such claims are based. The Secretary 
may also require the formula to be sub- 
mitted. However, the act requires that 
the Secretary register an economic poi- 
son even though he does not believe 
that it complies with the act, if the 
manufacturer insists that he do so. 


In commenting on this act, the general 
counsel for the Grocery Manufacturers 
of America, an outstanding attorney in 
the field of food and drug law, stated: 


“Now it is clear that this act is not 
an appropriate and adequate legislative 
remedy against the unsafe addition of 
a pesticidal residue on or in natural 
food, which may be dangerous to the 
-public health. For, in the first place, it 
is an economic law to aid the farmer 
rather than a health law to protect the 
consumer; and it is designed to regulate 
the agricultural use of poisonous pesti- 
cides in growing natural food, which 
actually cause a toxic residue on or in 
it. In the second place, this act does 
not expressly provide a due control of 
such a toxic residue; and it is so loosely 
drawn that a manufacturer of a poison- 
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operate under it 
without scientifically making the ad- 
vance residue determinations which are 
necessary to protect both the consum- 
ing public and an affected food manu- 
facturer. That must be so, because the 
public-health danger of a toxic pesti- 
cidal residue exists and has increased 
despite this Act. And, in the third 
place, the unsafe addition of a pesticidal 
residue on or in natural food should be 
duly regulated by the Food, Drug, and 
Cosmetic Act instead, because it is our 
national food law to assure a safe use 
of food. That Act now partly regu- 
lates a toxic pesticidal residue, as we 
have seen; and manifestly it should 
complete that regulation, to the extent 
this is required for the protection of 
public health.” 

Under Section 401 of the 
Federal Security Administrator has 
authority to standardize foods. This 
authority gives the Administrator the 
power to determine in advance of its 
use whether a chemical proposed for 
use in a standardized food is safe. How- 
ever, there are many food products on 
the market which are not standardized 
and will not be standardized for years. 
In such unstandardized foods the Ad- 
ministrator has no advance control over 
the use of chemicals. 


ous pesticide may 
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The Federal Meat Inspection Service 
of the Bureau of Animal Industry of 
the United States Department of Agri- 
culture, operating under authority of 
the Federal Meat Inspection Act of 
1906, exercises a large measure of con- 
trol over the use of chemicals proposed 
for use in meat and meat food products. 
If a meat packer subject to the act wishes 
to use a chemical in meat food products 
which has not been previously accepted 
for such use, he must request permis 
sion of the Meat Inspection Service 
He is required to show, among othet 
things, that the proposed chemical is 
harmless, and the burden of proving 
the nontoxicity of the chemical is on 
him. If, after reviewing the data sub- 
mitted by the petitioner and all other 
available data, the Meat Inspection 


Page 157 





Service is convinced that the chemical 
is safe, permission to use it is granted; 
otherwise, it is not. It is anomalous 
that certain chemical “emulsifiers” have 
not been permitted in meat products 
but, as indicated, are widely used in 
many other foods, such as prepared 
cake mixes. It is this general type of 
advance control now exercised over the 
use of chemicals in meat and meat food 
products that was proposed for other 
foods by many of the witnesses. 

A draft of a proposed amendment to 
the Federal Food, Drug, and Cosmetic 
Act was introduced by the Deputy 
Commissioner of Food and Drugs. The 
proposed amendment is modeled after 
the New Drug Section of the Act and 
would require a predetermination of 
safety by the Food and Drug Admin- 
istration before a chemical or synthetic 
proposed for use in or on a food prod- 
uct could be so used. 


‘VIII. Conclusions 

The increasing use of chemical addi- 
tives in the production and processing 
of food has raised a serious problem 
so far as the public health is concerned. 
The evidence so far presented indicates 
that existing Federal laws dealing with 
the use of chemicals in food are not 
adequate to protect the public against 
the addition of unsafe chemicals. It is 


important, of course, that unnecessary 
obstacles to technological improvements 
in food production and processing not 
be created. As indicated, most wit- 
before the committee testified 
strongly that a chemical or synthetic 
should not be permitted to be used in 
the production, processing, preparation, 
or packaging of food products until its 
safety for such use has been established, 
and that the food chapter of the Fed- 
eral Food, Drug, and Cosmetic Act 
should be amended to include a section 
generally similar to the New Drug 
Section of that Act. In view of the 
far-reaching consequences of such an 
amendment, the committee is of the 
opinion that individuals and groups 
who would be affected by such legisla- 
tion should be given further opportunity 
to present their views and to comment 
on proposed legislation before any spe- 
cific recommendations are made to the 
Congress. 
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Respectfully submitted. 

James J. DeLANey, New York, Chair 
man, 

THoMas G. ABERNETHY, Mississippi 

E. H. Heprick, West Virginia. 

Paut C. Jones, Missouri. 

FRANK B. KEEFE, Wisconsin 

A. L. Miter, Nebraska. 

Gorvon L. McDonoucu, California 








Minutes of Meeting of the Division 
of Food, Drug and Cosmetic Law 


of the American Bar Association 


This meeting was held on September 
20-21 in Washington, D. C., in the 
course of the joint annual meeting of 
the American and Canadian Bar Asso- 
ciations. It included two morning ses- 
sions in the Federal Security Agency 
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Auditorium and a luncheon session at 
the Hotel Washington. The 
attendance exceeded 200, and the appli- 
cations for the luncheon session largely 
exceeded its capacity. 


over-all 
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It was an historic meeting. This was 
the first meeting to discuss the food, 
drug, and cosmetic law from an inter- 
national standpoint; the highest admin- 
istrative officials of the United States, 
Canada, and the United Kingdom 
participated in its program; and original 
action was there instituted for due in- 
ternational uniformity of that law. 

The program was as follows: 

‘Morning Session on September 20: The 
program for this session was an official 
one designed (inter alia) to provide a 
comparative discussion of the United 
States, Canadian, and United Kingdom 
food, drug, and cosmetic laws. It opened 


with a brief informal statement by the 


Chairman, which was followed by a 
series of official papers; and it concluded 
with a report on the progress of the 
House Select Committee To Investigate 
the Use of Chemicals in Food Products, 
by Mr. Vincent A. Kleinfeld, Counsel 
of the Committee. The foregoing papers 
were published in the October issue of 
the Foob Druc Cosmetic LAw JOURNAL. 
Their authors and subjects were: Dr. 
Paul B. Dunbar, Commissioner of Food 
and Drugs in the Federal Security 
Agency, “The Evolution of Regulatory 
Policies”; Mr. Charles A. Adams, Di- 
rector of the Food Standards and La- 
belling Division in the United Kingdom 
Ministry of Food, “Food and Drug Law 
in the United Kingdom”; Dr. C. A. 
Morrell, Director of the Food and Drug 
Divisions in the Canadian Department 
of National Health and Welfare, “Ad- 
ministration of the Canadian Food and 
Drugs Act”; Mr. William W. Goodrich, 
Principal Attorney in the Food and 
Drug Division of the Office of General 
Counsel in the Federal Security Agency, 
“The Canadian Approach to Enforcement 
Problems”; and Mr. Robert E. Curran, 
K. C., Legal Advisor to the Canadian De- 
partment of National Health and Wel- 
fare, “Comparison of United States and 
Canadian Food and Drug Law.” 
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Luncheon Session on September 20: 
The program for this session was also 
an official one and consisted of two ad- 
dresses. The first was by the Honorable 
Oscar R. Ewing, Federal Security Ad- 
ministrator, who administers the Fed- 
eral Food, Drug, and Cosmetic Act; 
and the second was by the Honorable 
Paul Martin, Canadian Minister of Na- 
tional Health and Welfare, who admin- 
isters the Canadian Food and Drugs 
Act. Mr. Martin discussed the need for 
international uniformity of the food and 
drug laws, and recommended a joint 
committee of the American and Canadian 
Bar Associations to accomplish such 
uniformity of the United States and 
Canadian laws. These addresses were 
also published in the above issue of the 
Foop Druc Cosmetic LAW JOURNAI 

Morning Session on September 21: The 
program for this session was a series 
of papers on food, drug, and cosmetic 
law subjects, by members of the Divi- 
sion. They were published in the Nov- 
ember issue of the Foop DruG COsMErTIC 
L.Aw JOURNAL, The authors and subjects 
were: Mr. H. Thomas Austern, Wash- 
ington, D. C., “Genus Homo—Species 
Administratus”; Mr. James M. Best, 
Chicago, “Weights of Hygroscopic Prod- 
ucts”; Mr. Walton M. Wheeler, Jr., 
Indianapolis, “Prescription Refills’; Mr. 
Eugene M,. Elson, Los Angeles, “In- 
spection of Records”; and Mr. Bradshaw 
Mintener, Minneapolis, “Product Lia- 
bility.” 

At the final session on September 21, 
the Division re-elected its Chairman and 
Secretary; and it also approved the de- 
cisions by its Executive Committee, made 
at a breakfast meeting on September 
20. These decisions were: (1) to elect 
Messrs. Charles A. Adams of 
and Robert E. Curran of 
as honorary members of the Division; 
(2) to invite the Canadian and United 
Kingdom Bar Associations to establish 
committees on the food, drug, and cos- 
metic law, for cooperation with this 
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Division in developing due international 
uniformity of that law; (3) to create 
one or more special committees of this 
Division on such uniformity of that law, 
appointed by the Chairman; (4) to ap- 
prove the objectives and program of 
The Food Law Institute, Inc.; (5) to 
oppose any substantial revision of the 
Federal Food, Drug, and Cosmetic Act, 
through legislation to recodify it; (6) 
to approve constructive cooperation by 
this Division with the House Select 
Committee To Investigate the Use of 
Chemicals in Food Products; (7) to 
approve due action by this Division for 
uniform state food, drug, and cosmetic 
laws; and (8) to oppose any provision 
in the commercial code being developed 
by the American Law Institute, which 
makes the manufacturer of a food, drug, 
or cosmetic legally responsible for a 
personal injury from its use that was 
not caused by his fault. Pursuant to 
these decisions the Chairman has ad- 
dressed letters to the Canadian and 
United Kingdom Bar Associations, in- 
viting their establishment of the afore- 
said committees; he has appointed Mr. 
William W. Goodrich as chairman of a 
special committee on international uni- 
formity of the food, drug, and cosmetic 
law, with authority to designate its 
other members; and he has requested 
the chairman of the Division’s Commit- 
tee on Product Liability Law to com- 
municate with the American Law Insti- 
tute, as indicated. 


At its September 20 meeting, the Ex- 
ecutive Committee considered but took 
no action on the following bills to 
amend the Federal Food, Drug, and 
Cosmetic Act: H. R. 8904, to amend 
its prescription-drug law, and H. R. 
9466, to amend its seizure law. The 
Committee also reviewed a letter from 
Mr. John D. Conner and referred it to 
the Food and Drug Administration for 
due consideration. This letter reads 
as follows: 
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“Dear Mr. Dunn: I am writing you 
concerning a matter which I believe to 
be of interest to all attorneys practicing 
before the Food and Drug Administra- 
tion. I am sure that we all agree on 
the importance of the hearings under 
Section 701 and their essentiality in the 
administrative process. The record in 
many of the past hearings contains ex- 
tremely valuable information and data 
not obtainable elsewhere. Undoubtedly 
you are familiar with the voluminous 
nature of the record in some of the 
hearings, such as the bread hearing and 
the spray residue tolerance proceeding 
which is now being conducted. For 
example, in the spray residue hearing 
there have been to date somewhat in 
excess of 1,100 exhibits received in evi- 
dence. In hearings of this nature I 
believe that the Food and Drug Admin- 
istration will rely more and more upon 
briefs of counsel to correlate from these 
voluminous records all of the evidence 
relating to any one product. Under 
the present limited facilities of the hear- 
ing clerk of the Food and Drug Admin- 
istration, attorneys are at a distinct 
disadvantage in attempting to sift out 
this evidence and prepare their briefs. 
I am sure that you are familiar with the 
present cramped quarters of the hear- 
ing clerk. There is only one small 
table available for attorneys working 
there. I believe that this division would 
perform a real service to Food and 
Drug practitioners if it would sponsor 
an attempt to work out adequate facili- 
ties under which this work could be 
done. It would frequently be of invalu- 
able aid if an attorney had a place where 
he could dictate from the record, use 
a portable typewriter, or use a recording 
machine. I am certain that all mem- 
bers of the Division would heartily 
support any action which you feel the 
Division could take in this matter.” 


CHARLES WESLEY DUNN, Chairman; 
James M. BEstT, Secretary 
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Other Helpful, Informative CCH Magazines 


TAXES—tThe Tax Magazine 


*% This magazine is published to promote sound 
thought in economic, legal and accounting 
principles related to all federal and state taxa- 
tion. . . . To this end it contains signed arti- 
cles on tax subjects of current interest, reports 
on pending tax legislation, court decisions and 
administrative rulings relating to tax laws, and 
other tax information, book reviews, etc. . . . 
The editorial policy is to allow frank discus- 
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sion of tax issues. 
12 monthly issues. 
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Subscription rate—$6 for wai: | 


Write for sample copy 


Labor Law Journal 


*%Specifically designed and edited to promote 
sound thinking on labor law problems, the 
Labor Law Journal presents timely articles 
concerned with the intimate and complex 
relationship of Law, Labor, Government, Man- 
agement, and Union. Month after month, the 
Journal brings you the serious thinking, the 
reasoned conclusions, the viewpoints, and atti- 
tudes of leaders of thought and action—on 
significant, pivotal labor law problems. 


Specialists in that field—from government, 
law, union, education, management — treat 
troublesome phases of labor law in factual, 
hard-hitting articles. No punches are pulled— 
nothing is “slanted.” Issued monthly; sub- 





scription rate—$6 a year. Sample copy on 


request. 


Insurance Law Journal 


% Month after month, this helpful magazine 
presents timely articles on pertinent subjects 
of insurance law, digests of recent decisions, 
comments on pending legislation, rulings of 
state commissioners and attorneys general, 
and other features reflecting the changing 
scene of insurance law. The Journal is edited 
exclusively for insurance law men, by insur- 
ance law men. Emphasis is on the insurance 
law fields of Life, Health and Accident, Fire 
and Casualty, Automobile, and Negligence. 
Issued monthly; subscription rate—$10 a year. 
including a handsome binder for permanent 
filing of each monthly issue for a year. Send 
for a sample copy. 
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